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is;~ 
U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. 

Office of Pesticide Programs Number: Date oflssuance: 
Biopesticides and Pollution Prevention Division 

:s 'ffi (7511P) 66963-8 MAY 0 6 2006 \ ;/ 1200 Pennsylvania Avenue NW 
Washington, DC 20460 Term of ~L PA<P-C. Issuance: Unconditional 

NOTICE OF PESTICIDE' Name of Pesticide Product 

X Registration __ Re-registration Aloe Herbal Horse Spray 
(under FIFRA as amended) 

Name and Address of Registrant (include ZIP Code): 

Espree Animal Products, Inc. 
P.O. Box 3650 
Grapevine, TX 7 6051 

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted 
to and accepted by the Biopesticides and Pollution Prevention Division prior to use of the label in commerce. In any 
correspondence on this product, always refer to the above EPA registration number. 

On the basis of informa1ion furnished by the registrant, the above named pesticide is hereby registered/reregistered under 
the Federal Insecticide, Fungicide and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to 
protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of 
a pesticide in accordance with the Act. The acceptance of any name in connection with the registration of a product under 
this Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use if it has been 
covered by others. 

This registration does not eliminate the need for continual reassessment of the pesticide. If the EPA determines 
at any time, that additional data are required to maintain in effect an existing registration, the Agency will 
require submission of such data under section 3(c)(2)(B) ofFIFRA. 

The product is registered in accordance with FIFRA section 3(c)(5) and is subject to the following terms and 
conditions: 

I. Submit anti/or cite all data required for registration of your product under FIFRA section 3(c)(5) and 
section 4 when the Agency requires all registrants of similar products to submit such data. 

2. Have the label bear the identifying EPA Registration Number- EPA Reg. No. 66963-8 -before you 
release the product for shipment. 

3. Submit two (2) copies of the revised fmal printed labeling before you release the product for shipment. 
Refer to the A-79 enclosure for a further description of the fmal printed label. 

So!%ltu"' o! Approvong vmc•ak 

Date: 

- mcf],v~-- s--r:-or /)1 fYL..clJ 
W. Michael McDavit, Associate Director 
Biopesticides and Pollution Prevention Division 

EPA Form 8570·6 
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UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
WASHINGTON, D.C. 10.60 

OFFICE OF PESTICJDIS AID TOXIC SUISTAICES 

CONTAINS CONFIDENTIAL BUSINESS INFORMATION 

MEMORANDUM 

DATE: 04/2112008 

SUBJECT: Science Review in Support of the Registration of Aloe Herbal Horse Spray. 

FROM: 

Response to Product Chemistry Deficiencies. 

EPA File Symbol. Nos.: 
Decision No.: 
DP Barcode: 
PC Codes: 
CAS Nos. 
MRIDs: 
Tolerance Exemption: 

66963~8 

390433 
350305 
011550,021901,040505 
42822~86~6, 8000-29-1, 8000-27-9 
47316801 
Not Applicable 

RussellS. Jones, Ph.D., Senior Biologist lsi 04/2112008 
Biochemical Pesticides Branch 
Biopesticides & Pollution Prevention Division (7511P) 

TO: Chris Pfeifer, Regulatory Action Leader 
Biochemical Pesticides Branch 
Biopesticides & Pollution Prevention Division (7511P) 

ACTION REQUESTED 

In response to a request for additional information, the registrant has submitted additional 
physical and chemical properties data for the repellent product, Aloe Herbal Horse Spray, to 
fulfill conditions for registration. 

RECOMMENDATIONS AND CONCLUSIONS 

The submitted physical and chemical properties are acceptable to support the conditions of 
registration. No amendments to the current label are needed based on these data. 
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2-hydroxy-alpha, alpha-4-trimethyl-cyclohexanemethanol2 
Citronella Oil, & Cedarwood Oil 
PC Codes: 011550, 021901, 040505 

STIJDY SUMMARIES 

DP Number: 347997 

EPA File No.: 66963-8 

The registrant submitted the following physical and chemical properties data (MRID 47316801) 
to support the conditions of registration for Aloe Herbal Horse Spray (EPA Reg. No. 66963-8): 
Physical State, oxidation/reduction, corrosion characteristics, pH, viscosity, and relative density. 
The data are listed in the table below: 

T bl 1 Add". a e . Ihona IPh . I dCh . IP llYSlCa an enuca roperties £ AI H b IH or oe er a s orse ~pray 
PhysicaVchenllcalProperty Results Test Method 

OPPTS 830.6303 Physical State Clear, colorless liquid at 25 C Visual1nspection 
OPPTS 830.6314 Oxidation/Reduction No signs of reaction upon mixing or Test substance placed in 

after 24 hours exposure contact with powdered iron or 
potassium permanganate and 
monitoring for any temperature 
rise and visual inspection for 
signs of corrosion as per 44 FR 
16267 !Mru-ch 16. 1972) 

OPPTS 830.6320 Corrosion HDPE container was concave on one Visual Inspection after 12 
Characteristics side. No other changes noted. months storage at room temp. 

in commercial packaging 
[ (HOPE) 

oH 4.90 ASTM Method No. E 70 
Viscosity 18.266 m /s (eSt) ASTM Method Nos. D445 & 

D446 
Relative Density 0.8435 at 23 C ASTM Method No. D 891, B 

CLASSIFICATION: Acceptable. 

NO DERs WERE WRITTEN FOR THIS REVIEW 

cc: R. S. Jones, C. Pfeifer, BPPD Subject File/IHAD 
R. S. Jones, Ph.D, Sr. Biologist, FT, OPY: 04/2112008 

2 
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DATA PACKAGE BEAN SHEET 
Date: 13~Marw2008 

Page 1 of3 

* * * Registration Information * * * 

Registration: 66963~8 ~ALOE HERBAL HORSE SPRAY 

Company: 66963- ESPAEE ANIMAL PRODUCTS, INC 

Risk Manager: AM 9 I - Driss Benmhend - (703} 308-9525 Room# PY I S-8955 

Risk Manager Reviewer: .J~'LY~P~f·~;f~'~' J~P~F~E~IFEc;oR'--~~~-~~~~~~~~~~~-

Sent Date: 09-Jan-2008 Calculated Due Date: 27-Apr-2008 

Type ot Registration: Product Registration • Section 3 

Decision #: 390433 

DP #: (350305) 

NON PRIA 

Parent DP #: 

Submission #: 822389 

Edited Due Date: -~~~-

Action Oesc: (575) CONDITIONAL REGISTRATION FOLLOW-UP;DATA REQUIRED;AEQUIAES SCIENCE 

Ingredients: §i~(;l page 3 
------- --- - -- - --------·--

* * * Data Package Information * * * 

Expedite: 0 Yes e No Date Sent: 13-Mar-2008 Due Back: -~~~-

DP Ingredient: ,s~·~·~p~og~·~''--~~~~~~~~~~~~~~~~~~~~~~~~-

DP Tille: Phys Chern Characteristics 

CSF Included: C Yes e No Label Included: C Yes e No Parent DP #: 

Assigned To Date In Date Out 

Organization: BPPD I BPB -~~~- Last Possible Science Due Date: t7-Feb-2008 

Team Name: .R~M~9~t'-~~~~~~~- Science Due Date: -~~~~ 

Reviewer Name: oJ~oo~'~'~· R~"~'~'~'l~l ~~~~~- Sub Data Package Due Date: -~~~-

Contractor Name:-~~~~~~~~~-

* * * Studies Sent for Review * * * 

Printed on Page 2 

* * * Additional Data Package for this Decision * * * 

No Additional Data Packages 

* * * Data Package Instructions * * * 
Please review to see if it satisfies condition of registration. Please comment on whether labeling might need to be changed as a result of any 
new conclusions. 
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4731680t 

47316801 

473t6801 

47316801 

4731680t 

Page 2 

• • • Studies Sent for Review • * • Decision#: {390433) 

1 Aloe state 
State, Oxidation/Reduction, 
Viscosity and Relative Density: 

: 3660/01. Unpublished study 
prepared by Case I i Laboratories, Inc. 7 p. 
Sinning, D. {2007) Physical and Chemical Characteristics of Aloe 830.63t4/0xidizing or reducing 
Herbal Horse Spray: Physical State, Oxidation/Reduction, action 
Corrosion Characteristics, pH, Viscosity and Relative Density: 
Final Report Project Number: 3660/01. Unpublished study 
prepared by Case Consulting Laboratories, Inc. 7 p. 
Sinning, D. {2007) Physical and Chemical Characteristics of Aloe 830.6320/Corrosion characteristics 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density: 
Final Report. Project Number: 3660/01. Unpublished study 
prepared by case Consulting laboratories, Inc. 7 p. 
Sinning, D. {2007) Physical and Chemical Characteristics of Aloe 830.7000/pH of water solutions or 
Herbal Horse Spray: Physical State, Oxidation/Reduction, suspensions 
Corrosion Characteristics, pH, Viscosity and Relative Density: 
Final Report. Project Number: 3660/01. Unpublished study 
prepared by Case Consulting laboratories, Inc. 7 p. 
Sinning, D. {2007) Physical and Chemical Characteristics of Aloe 830.7tOONiscoslty 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density: 
Final Report. Project Number: 3660/01. Unpublished study 
prepared by Case Consulting Laboratories, Inc. 7 p. 
Sinning, D. (2007) Physical and Chemical Characteristics of Aloe 830.7300/Density/relative density 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density: 
Final Report. Project Number: 3660/01. Unpublished study 
prepared by Case Consulting Laboratories, Inc. 7 p. 
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Page 3 

DP#: (350305) • ~ ~ Product, )oata Package Ingredients • • • Decision#: (390433) 

1550 . I 
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DP#: (350975) 

47324601 

47324601 

47324601 

47324602 

47324602 

47324603 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

47324604 

Page 2 

~ ~ • Studies Sent for Review • ~ • 

11dentity, 
i ' 

Technical Pheromone. Unpublished 
study and Heckman LLP. 174 p. 
Kiely, K.; Killinger, T.; Maher, M. {2008) Product Identity, 
Composition, and Production: Bedoukian e,e-9, 
11-Tetradecadienyl Acetate Technical Pheromone. Unpublished 
study prepared by Keller and Heckman LLP. 174 p. 
Kiely, K.; Killinger, T.; Maher, M. (2008) Produc11dentity, 
Composition, and Production: Bedoukian e,e-9, 
11-Tetradecadienyl Acetate Technical Pheromone. Unpublished 
study prepared by Keller and Heckman LLP. 174 p. 
Maher, M. (2008) Preliminary Analysis and Certified Umits: 
Bedoukian e,e-9, 11-Telradecadienyl Acela1e Technical 
Pheromone. Unpublished study prepared by Bedoukian 
Research, Inc. 23 p. 
Maher, M. (2008) Preliminary Analysis and Certitied Limits: 
Bedouklan e,e-9, 11-Tetradecadienyl Acetate Technical 
Pheromone. Unpublished s1udy prepared by Bedoukian 
Research, Inc. 23 p. 
Kiely, K. (2008) Enforcement Analytical Method: Bedoukian 
e,e-9, 11-Tetradecadienyl Ace1ate Technical Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 32 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9, 11-Te1radecadienyl Acetale Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. {2008) Physical Chemical Properties: 
Bedoukian e,e-9, t 1-Tetradecadienyl Acetate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9,11-Tetradecadienyl Ace1a1e Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9, 11-Tetradecadienyl Acetate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9, I 1-Tetradecadienyl Acetate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9, t1-Tetradecadienyl Aceta1e Pheromone. 
Unpublished s1udy prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e.e-9, I 1-Tetradecadienyl Acetate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9,11-Tetradecadienyl Ace1ate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9, I 1-Te1radecadienyl Acela1e Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9,11-Tetradecadienyl Acetate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. {2008) Physical Chemical Properties: 
Bedoukian e,e-9, I 1-Tetradecadienyl Acetate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9,1 t-Te1radecadienyl Aceta1e Pheromone. 
Unpublished s1udy prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9, 1 1-Tetradecadienyl Acetate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9,11-Te1radecadienyl Acetate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 
Kiely, K.; Maher, M. (2008) Physical Chemical Properties: 
Bedoukian e,e-9, 11-Tetradecadienyl Ace1ate Pheromone. 
Unpublished study prepared by Bedoukian Research, Inc. 106 p. 

Decision#: (388684) 

composition 

880.1200/Description of s1arting 
ma1erials, produc1ion and 
formulation process 

880.1400/Discussion of !ormation ot 
impurities 

830.1700/Preliminary analysis 

830.1750/Certitied limi1s 

830.1800/Enforcement analytical 
method 

830.6302/Color 

830.6303/Physical state 

830.6304/0dor 

830.63 13/Stabili1y 10 sunlight, 
normal and eleva1ed temperatures, 
metals, and metal ions 
830.6315/Fiammabili1y 

830.63 17/Storage stability ot product 

830.6320/Corrosion characterislics 

830.7050/UV/Visible absorplion 

830.71 OO!Viscosity 

830.7200/Melting point/melting 
range 

830.7220/Boiling point/boiling range 

830.7300/Density/relative densily 

830. 7550/Partilion coefficient 
(n-octanollwa1er), shake flask 
method 
830.7840/Water solubility: Column 
elution method, shake flask method 

830.7950/Vapor pressure 



8

349478 
349478 BPPD/ BPB 

Page3 

e Yes() No e Yes() No 
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f MAR 4 2008 • 
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LEWIS & 
HARRISON 
Consultanb in Government Affairs 

January 7, 2008 

122 C Street, N.W., Suite 740 
Washington, D.C. 20001 

telephone 202.393.3903 
fax 202.393.3906 

473188-00 

HAND DELIVERED 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room SM4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington VA 22202 

ATTENTION: 

SUBJECT: 

Dear Ms Noble: 

Velma Noble 'i,. ~ \ 
Product Manager, Team ,P\ 

Espree Animal Products, Inc. 
Aloe Herbal Horse Spray (EPA Reg. No. 66963·8) 
Submission of PhysicaVChemical Properties Study 

On behalf of Espree Animal Products, Inc., we are submitting three (3) copies of the following 
Physical/Chemical Properties study as required by the registration conditions for Aloe Herbal 
Horse Spray (EPA Reg. No. 66963-8): 

VOLUME l of l: Physical and Chemical Characteristics of Aloe Herbal Horse Spray: 
Physical State. Oxidation/Reduction, Corrosion Characteristics. pH. 
Viscosity and Relative Density (November 20, 2007) by David J. 
Sinning, Case Consulting Laboratories, Inc.; Study No.: 3660-0l; 7 
pages. 

OPPTS: 830.6303, 830.6314, 830.6320,830.7000, 830.7100, 
830.7300 

47318801 
MRID Number: ____________ _ 

If you have any questions and/or comments about the enclosed submission, please feel free 
contact me by phone at 202-393-3903 ( exL 19) or by email georgia@lewisharrison.com. 

Sincerely, , 

"' rgia Anastasiou 
Agent for, 
Espree Animal Products, Inc. 
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Memorandum 

Date: I I ; I / 

To: ------'-/ --------'' Regulatory Manager 

From: Information Services Branch, ITRMD 

Your receipt of this data submission is not an 
indication that MRIDs for the enclosed studies have 
been posted to OPPIN. 

We expect that it will be approximately 5 days 
from the above date before the study-level data is 
available in OPPIN. 

If you have any questions about this process, 
please contact Teresa Downs (305-5363). 

This is a: )'s[Jully accepted submission 
D partially accepted submission 
D rejected submission 

. 1)~-(\ /\KJY /~ .. / 
'1~/ 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

January 10,2008 

ESPREE ANIMAL PRODUCTS, INC 
122 C STREET, NORTHWEST, SUITE 740 
WASHINGTON, DC 20001-

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Thank you for your submittal of 08-JAN-08. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of 
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with 
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in 
all future references to these documents. Thank you for your cooperation. If you have any 
questions concerning this data submission, please raise them with the cognizant Product 
Manager, to whom the data have been released. 
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DEC-5-2007 12:40P FROM: ALL PE :ED & TACK 9098896032 0 023933906 P.l 

f'lun RH!d Alllnmuctiont1 S.hH"• Complatkog \IH Fonn (F'wm ~b. typ.J} FMI\t Ap,_M•d. OMR ..... .1'070-0G&4. A,.,...w ....,.._ ·1-:n-ft 

Unir.d.SU.tn I 
Environmental Protection Agency '\/ ' 

. 

oEPA / 
Qffiu af ~•ttlcide P'rogrMm (1601iCI 

Woiihirnrtlln, DC 204&0 

Notiee of Supplemontol Oistribution of • Reglstarad Pesticide Product 

IMtructiDn• 

After a re~strant haa obt•inld final rtaitttation for the ba&lc product. the registrant may than IUP$Mementa1Jy 
distribute •/har product. OM ftum must tMt submittod for och diatributot product and must be signed by th& 
distributor involved. Thet basi~; I'Ugiatraticm number •nd the diatributor compllfty numbQr must be shQwn. 

If a reoiSitrant htts 8 J)Otenttal dls1tibutot who dons not ha.ve a cotnpany number assigned, she/hf: should have "the 
distributor apply, on Jotterh••d $bt1ionery, to the R•aistration Division to have 11 number a&~igned odor to submitting 
this form toW aooney. 

This Notlc~ Qf 5uppJemontal Distribution must be 5UbmlnrKI by the bulc registrain, 
the com:urrenca and a.ionature of both the registrant and the diStributor, 

1l1e completed fonn mu:rt h~vc: 

EPA Oltalli.rtmtlun ~111Tlh11r oe Produut Oi~butor Cot¢~anv Number 
66963-8 84767 

'--· 
Notv! Do not submit distributor product labels 

Nama 11f R..ailff•rtd Product ~ Woduct mat)'!• -.~M~Wt•d .bv liPAJ lhtnbutcu" Product NamA 
AIOO Hmtml Horns Sflr$y Lnrry'G Hom Spray 

N.wn~~ l'lml AddrelUI ot gj~"ib11t04' trWJ•; induO ZIP'r~~Jflll 
l..url)r'~T:lt:k 

25598 E. BaneUoo 
s"" Bomardino, CA. 92410 

RHd AX O!ntlllion• lh,.,. S/tldblll 

1. The aistributor ptoduct must hitvo tho s111ma composition n the bn~ product. 
2. The di$tributor product must be manufactured and packaged by tflo $1U'l16 pel"$on who manufactures and packao4$ 

the. registered basic product. 
3. The labollno for the distributor product must bea:r tho same clbirns u tho basic product, provided, hOW!i'ver, that 

specific claims may be duletod if by doing so, no oth~r changes t<l the Zabel aro necessary. 
4. The product must r.em;J~in in thfJ manu!JI<:turer's unbroken <XIntelner. 
5. The-lmbei must bear the EPA registration number of the basie nroduet, f(l!lowM by a hyphen and the distributor's: 

company number. 
6. Oi:sttibutor !)roduct labels must be.ar the name and address of the distributot qualified by $UCh terms as "packed 

I, for, .. ·, ~distributed by ... •; or "sold by ... " to shaw that the name iuli>t that of th.e manufacturer. 
A!i conditionn of tha b:;~Gic regitltra.tion apply equally to distributor products. It is the responsibility of tho basic 
registrant to see that all distributor labeling is k:ept in compliance with reQuirements p!aeed on tht biisiC product. 

Dlstrlbutor 
~~ lnt>tm: r~ ~t~JUhr otu pmtlunt tmdor th• 'lburtJr f'mrlucr Mlm#l :!IIH'r:f!HNI.bowt, ~~~fJt to rh• f:rln~ sp«:l/hd on thi1 No tic•. 

~~ 
;:, .. "7 t: ~r.:.l' ... ....-...- '<'' 0•"1 I I' 

# ti:/-P't!L. ai.--"'''-"!? ' 
"-

Registrant ' ' 
' ' 

J ~',."' th;tt til• Mtributcr tMtnful t~bowt nHY dfsttlhut• .tmd $#1/1 th11 Oi$.rrib111LtT ~r apiicili.O llbo11•~ BUb/•ct to th. t.'D'fldibiHls ~fflliJ Qn this 
N!Jfkrl. ' '. ' 

::lignt.llu•:.-~~~0 of R~Wt~.y7' Date 

r· .-... _;._7uJ"r'r~ ..:;.;.~ts , P,:z-"1.J.'• .__,.. J'L J, )-b·? ' ' 

EPA !7J,f(i8510.S ~Rov_..,..F'f4l l"fo•!Wu!J WfliotW •re ®foloW. 1 Wh!Ho ·EPA 

-
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MATERIAL TO BE ADDED TO JACKET 

REG# ifri~, r-rG-4-t-to>..L_-J l-7-------;.: & 6 9 ~ 3- 'l 

Description: 

check all that 

l(:gl new stamped accepted label 

0 newCSF 

0 notification 

Instructions: 
Attach this sheet to the top of ALL material sent to the file room (both loose paper and 
new material in jackets). This sheet will be imaged; a clear description will aid in 
finding material in the e-jacket. Remove staples from all material. If returning loose 
paper then hold together with a binder or paper clip. CSFs should be placed in the 
CSF folder (if returning jacket) or covered with a red CBI sheet (if returning loose 
paper). Material to be returned to file room should be place in the appropriate bin. 

Reviewer's 1'oJJ ~r !JN ~ 7 2007 Name: i.e.. (VJ•V.. Date: 
' 

Phone: ~<C)~ - ~ U'\ Division: oFfD 
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UNITED -.ATES •. 

ij;~ 
EPA Reg. Date of Issuance: 

U.S. ENVIRONMENTAL PROTECTION AGENCY Number. 

Office ofPesticide Programs 
66963·8 

JUt! 1 S 2007 
:5 'ffi Biopesticides and Pollution Prevention Division (7511 C) 

\ ~ 1200 Pennsylvania Avenue NW 

I Js::n~~: Conditional ..,, """""~ Washington, DC 20460 

Name ofP.,;ricide Product: 

NOTICE OF PESTICIDE• 

..X. Registration Aloe Herbal Horse Spray 

Name and Address of Registrant (include ZIP Code): 

Espree Animal Products, Inc. 

P.O. Box 3650 

Grapevine, TX 76051 

. . >m"'~~ • ,,.1,~~ ···. . .. ·-.. 
.. :~~: :~· .. 

e !libel in'commen::c. ---:. __ -
...•. ·····. ·~~ . '"""''"· . 

On the basis ofinfonnation fumished by the registrant, the above named pesticide is hereby registered/reregistered under the Federa\Insecticide, 
Rmgicide and Rodemicide Act 

Registration is in no way to be constnJed as an endorsement or recommendation of this product by the Agency. ill order to protect health and the 
environment, the Administrator, on his mol ion, may at any time suspend or cancel the regislration of a pesticide in accordance with the Act. The 
acceptance of any name in connection with the 1egistra1ion of a product under this Act is not to be constnJed as giving the registrant a light to 
exclusive use of the name or to its use if it has been covered by others. 

This product is conditionally registered in accordance with FIFRA Sec. 3{c){7){A) provided you: 

1. Submit and/or cite all data required for registration! reregistration of your produCt under 
FIFRA section 3{c){5) when the Agency requires all registrants of similar products to 
submit such data. 

2. Submit within 9 months data package for Guideline Study: OPPTS 830.6320 (Corrosion 
Characteristics). 

.. 

3. Revise the EPA Registration Number to read, "EPA Reg. No. 66963-8". 

4. Submit three (3) copies of the revised final printed labeling before you release the 
product for shipment. Refer to the A-79 enclosure for a further description of final printed 
labeling. 

This registration is effective for 1 year from the date of issuance. 

Signature of Approving OfficiaL Dale: 

•fm~ 
~j;.;)J7 

lYNDOL 7<;of 
SURNAME 

b;r~!?~ OAT£ ~ 

EPA Form 132().1A (MilO) 
Printtd 011 Rtcycltd Papu • FILE COPY 
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Pagel 

If these conditions are not complied with, the registration will be subject to cancellation in 
accordance with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance 
of these conditions. 

A stamped copy of the label is enclosed for your records. 

Sincerely, 

. . . C· &t/ '(\kLj Jr{c;,_),c,:;T-

1-t.Janet L. Andersen, Ph.D., Director 
0 Biopesticides and Pollution 
- Prevention Division (7511P) 
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1\CCEPTE 

JUN 1 3 2007 

ALOE HERBAL HORSE SPRAY 
Fly Repellent 

Concentrate 
Repels Flies and Gnats 

Contains Aloe Vera~ Sunscreen and Coat Conditioners 

Active Ingredients: 
Citronella Oil 
Cedarwood Oil 
Eucalyptus Oil 

Other Ingredients; 
TOTAL: 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

See back panel for additional precautionary statements. 

FIRST AID 

0.750% 
0.500% 
0.378% 

98.372% 
100.000% 

Have the product container or label with you when calling a poison control center or doctor, or 
going for treatment. You mav also contact 1-800-328-1317 for additional infomtation. 

If in eyes; co Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for further treatment advice. 
If on skin: • Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a poison control center or doctor for treatment advice. 

EPA Reg. No. 66963-l 

Net Contents: 32 fl oz. (946 ml) 

Manufactured By: 
Espree Animal Products, Inc. 
3250 Stone Myers Parkway 
Grapevine, TX 76051 
:s.vww.csmec.com 
1-800-328-1317 

Aloe Herbal Horse Spray 
Revised hme 12,2007 

EPA Est. No.: 66963-TX-001 

Page I of2 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may 
cause alle.rgic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or 
using tobacco-. 

ENVIRONMENTAL HAZARDS 
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or 
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of 
equipment wash water or rinsate. 

A gentle blend of ingredients, including botanical oils, to repel flies, gnats and 
other flying insects on horses. Aloe Herbal Horse Spray contains coat conditioners 
and sunscreen which promote a healthy coat and protection from the sun. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
SHAKE CONTIANER BEFORE EACH APPLICATION. 
General Directions: Apply in a covered area (i.e., stalls, barn, etc.). Brush coat to remove 
excess dirt and dust For best results apply to a clean horse. 
Dilution Directions: To be used in a clean spray container of your choice. Dilute with 5 
parts water to l part horse spray. When pest pressure is high, dilute 4 parts water to l part 
horse spray. 
Agplication Directions: Hold spray container 10 to 12 inches from coal for best 
application. Apply with cloth to facial area. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE: Store only in a cool, dry area inaccessible to children and pets. Keep 
container tightly closed when not in Use. 

PESTICIDE DISPOSAL: Wastes resulting from use of this product may be used on site or at an 
approved waste disposal facility. 

CONTAINER DISPOSAL: 
If empty: Do not reuse this container. Place in trash or offer for recycling if available. 
If partly fl.lled: Call your local solid waste agency or 800~CLEANUP for disposal instructions. 
Never place. unused product down any indoor or outdoor drain. 

Aloe Herbal Horse Spray 
Revised June 12, 2007 

Page2of2 
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BPPD Old Active Ingredient' 'cklist- New Product Registratio. xisting Product Amendment 
Fast Track D PRIA Actions B65 D, B66 D, B67ll( B68 D, B71D, B72 D, B73 D, B88 D & B90 D 

EPAReg.No.: 6G qC) -cc RAL: "fe-1_-evr,-,._ ApplicationDate:Y'i /~~ 

E-mail 

8570-4 Basic 

e. preliminary or 5 batch 
would need to be under Section 

g. 180.920, 

.If 
1. fonnula(s) do not require different labeling from basic CSF or other alternate CSFs per 

40 CFR I NAD 

j. Source for a.i. is a proposed alternate or new basic a new 
registered manufacturing-use product as the active ingredient source it must be detennined whether the 
manufacturing-use products used to formulate are similar enough to warrant use of existing product 

such as 

k. Does CSF list peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, crustacea, or 
wheat commodities? If RAL must evaluate label directions for with 40 CFR 180.1071. 

4. Data and Data 
a. 

b. 

d. 

e. 

6. 
a. 

for 

Data Matrix supporting both the product registration and, if applicable, the proposed 
amendment. Minimum Data Matrix for registration includes: product specific acute toxicity, product 

· claimed on label. 

Registered source used for active ingredient? IF YES, SKIP to ITEM 5. (If active ingredient is from a 
registered source (manufacturing-use product), generic data should be satisfied by registered source.) If 
NO not data is 

See 40 CFR 152.80-98 and PR Notice 98-5 

ingredient in the 
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Is this an exclusive use active ingredient or mix of active ingredients (registered w/in last 10 yrs)? 
If to 

a. a) register letter or email been sent to exclusive use 
at least 30 days before registration? (This notification is required for all methods of data support except 
when the exclusive use data submitter(s)' product is used to formulate and the formulator's exemption is 

b. Has exclusive use data submitter requested during 30 day period the applicants' list of data requirements 
and method 

c. Has registrant submitted certification from exclusive use submitter that submitter is aware of the 
and ? 

9. Label(s) Review Date of Label Review: 

a. Label(s) in conformance with cwrent Label Review Manual and REDS. 

b. Labeling statements and claims are supported by Acute Toxicity, Product Chemistry data (or acceptable X 
waivers). 

Acceptable studies claimed on label. 

c. Nominal concentration of active · 

d. Viability included as sub-statement 

shown in 

Statement 

statement. 

microbial, i.e., cfu/gram). 

e. and disposal instructions agree with container types listed on application form. 

f. Product Name for Same 

g. Does CSF list peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, crustacea, or 
wheat commodities? If YES, RAL must evaluate label use directions for compliance with 40 CFR 
180.1071. 

h. Does label bear "National Organic Program'-'(PR Notice 2003-1) or OMRI claims? 

If YES, National Organic Program or OMRI claims approved by Bob Torla? NA 

1. Labeling is acceptable. Corrections or changes are NOT necessary. 

j. Comments: 

2 
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File symbol, 
2 9() ,'f Label Review 

b Date, _£__; _L; o 0 Reviewer: 

!Site/USe] . (I ReO jA;I::J /Both · ll Food .c bri'Foo~, /Bptl) · .· I .. 

LTox CateQories:] _:'-' 

Label Requirement 

Restricted Use Pesticide 

Product Name 

Compny Name and Info 

Identification Numbers 

Net Contents 

Ingredients Statement 

Label Claims 

Alternate Formula 

Label Requirement 

KOROC 

Signal Word 

General Heading 
>PRECAUTIONARY 
STATEMENTS~ 

First Aid (PAN 20001-1) 

Hazards to Humans 
and Domestic Animals 

PPE (WPS) 
Engineering Controls 

User Safety 
Requirements 

User Safety 
Recommendations 

Environmental Hazards 

Physical and Chemical 
Hazards 

Acceptable Not Acceptable N/A Comments 
Recommendations 

··-------- ---------- -----
.t/ 

v 
v 

----'>' M~ 

7> ;;} ('!" 0,-r ,, ,. 
-) -~ ' -, ~--

Y,c·•h \ 'v ( ' 
• J 

' _[J0A ;, ""7) 

Acceptable Not N/A Comments 
Acceptable Recommendations 

/ 

;( 

1-

'J. 
/ 

J( 
/ ,_ 

LRM3 

Ch 6 

Pg 12-3 

Pg 15-1 

Ch 14 

Ch17 

Ch5 

Pgs 4-5, 5-7 
11-10 & Ch 12 

5-12 

~ 
LRM3 

3-1 & 9 
7-3& 4 

Ch3Ch7 
Ch10 

Gh7 

Ch 3 &7 

Ch 3, 7-3 

Ch 7, Pg 7-12 
Pgs 10-4,15 

Gh 10 

Ch10 

Ch8 

Pg 3-4 
Ch9 
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Label Requirement 

Header >Directions for 
Use:::o 

Violation of Federal Law 
text 

WPS Text 
(PPE) 

Non-WPS Text 

Storage and Disposal 

Label Requirement 

Generallnstructions and 
Sub-Header 

Chemigation I Prohibition 

REI 

Label Requirement 

in!o. on uses, 

General Precautions and 
Restrictions 

Acceptable 

Acceptable 

Acceptable 

Not 
Acceptable 

Not 
Acceptable 

Not 
Acceptable 

NIA 

N/A 

NIA 

Comments 
Recommendations 

Comments 
Recommendations 

Comments 
Recommendations 

' c 

LRM3 

LRM3 

PRN 

LRM3 
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ALOE HERBAL HORSE SPRAY 
Fly Repellent 

1:5 Concentrate 
Repels Flies, Gnats and Mosquitoes 

Contains Aloe Vera, Sunscreen and Coat Conditioners 
32 Fl oz. (946 ml) 

Active Ingredients: 
Citronella Oil 
Cedarwood Oil 
Eucalyptus Oil 

Other Ingredients: 
TOTAL: 

0.75% 
0.50% 

0.378% 
98.372% 

100% 

KEEP OUT OF REACH OF CHILDREN 

''' 
'. '' 

"',, • . . 

CAUTION 

See back panel for additional precautionary statements. 

EP(l R~g. No.: :66963-I EPA Est. No.: 66963-TX-001 
. 

'""' ,,,., . 
. 

' " ' " ' 
' " " ' 

Aloe Herbal Horse Spray 
December 2006 

Page 1 of 3 
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ALOE HERBAL HORSE SPRAY 

A gentle, effective blend of natural botanical oils to repel flies, gnats, mosquitoes 
and other flying insects on horses. Contains coat conditioners and sunscreen which '?, 
promote a healthy coat and protection from the sun, Made wi~ 
ingredients, Aloe Herbal Horse Spray provides your horse long lastm~ ~ ., 

DIRECTJONS FOR USE 

It~~~:;;~~~~~~kl~:a~~w;(t~o~u~se this product in a manner inconsistent with its labeling. 
S EACH APPLICATION. 

in a covered area (i.e., stalls, barn, etc.). Brush coat to remove 
excess dirt and dust. For best results apply to a clean horse. 
Dilution Directions: To be used in a clean spray container of your choice. Dilute with 5 
parts water to 1 part horse spray. For more stubborn cases, dilute 4 parts water to I part 
horse spray. 
Application Directions: Hold spray container 10 to 12 inches from coat for best 
application. Apply with cloth to facial area. Do not use on animals intended for human 
consumption. 

, , STORAGE AND DISPOSAL 
DO Oat contaminate water, food or feed by storage or disposal. 

PE~tiCIDF; E/rDRAGE: Store only in a cool, dry area inaccessible to children and pets. Keep 
container tigh~JY,~\osed when not in use. 

' " '', 
' ' 

PESTICIDE D~SPOSAL: Wastes resulting from use of this product may be used on site or at an 
apP~oved wa-st~ di)posal facility. 

' ' 
'''''' 

CONTAINER DISPOSAL: 
If empty: Do not reuse this container. Place in trash or offer for recycling if available. 
If partly filled: Call your local solid waste agency or 800~CLEANUP for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may 
cause allergic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or 
using tobacco. 

Aloe Herbal Horse Spray 
December 2006 

Page 2 of 3 
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ENVIRONMENTAL HAZARDS 
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or 
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of 
equipment washwater or rinsate. 

FIRST AID 
Have the product container or label with you when calling a poison control center or doctor, or 

going for treatment. 
If on skin: • Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a poison control center or doctor for treatment advice. 

If in eyes: • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for further treatment advice. 

Manufactured By: 
Espree Animal Products, Inc. 
3250 Stone Myers Parkway 
Grapevine, TX 76051 
W':JVIN .espree.com 
1 csob'-328-1317 

' ' ' > 

' '' 

Aloe Herbal Horse Spray 
Oecember 2006 

Page 3 of 3 
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DATA PACKAGE BEAN SHEET 
Date: 30-Apr-2007 

Paget of3 

* * * Registration Information * * * 

Registration: 66963-1- ALOE HERBAL HORSE SPRAY 

Company: 66963- ESPREE ANIMAL PRODUCTS, INC 

Risk Manager: AM 91- Oriss Benmhend- (703) 308-9525 Room# PYt S-8955 

Risk Manager Reviewer: Todd Peterson TPETERSO 

Sent Date: Calculated Due Date: 14-Jun·2007 ---
Type of Registration: Product Registration - Section 3 

Acr1on Oesc: (867) NEW PRODUCT;NON-FAST TRACK;MICROBIAUBIOCHEMICAL; 

Ingredients: See page 3 

* * * Data Package Information * * * 

Expedite: 0 Yes e No Date Sent 04-Apr-2007 

Decision #: 373758 

DP #: (338682) 

PRIA ~ ,
/ 

Parent DP#: 
\ 

[2_ -eJ pJ< 
pv~/ (o1 c ")0, 

\ " 
\ ,// 

Edit&! Due Date ______ · 

""'~- -~~ /"/ 
--~---

Due Back: -----

DP Ingredient: ,s~,,~pa"'g~'~''------------------------

DP Tille: Product Chem and Tox 6 Pack 

CSF Included: • Yes 0 No Label Included: • Yes 0 No Parent OP #: 

Assigned To Date In Date Out 

Organization: eB~P~PDu_cleB~PeB ______ _ _ ____ Last Possible Science Due Date: t4·Feb-2007 

Team Name: ----;-----
ReviewerName: t1 CA ~(in_) 

Science Due Date: ____ _ 

Sub Data Package Due Date: ____ _ 

Contractor Name:-----------

* * *Studies Sent for Review * * * 

Printed on Page 2 

* **Additional Data Package for this Decision * * * 

No Additional Data Packages 

* * * Data Package Instructions * * * 

Product chemistry and Tox six pack lor old active ingredients in new end use product Please review data packages attached, CSF and related 
label language in relation to submitted data. 
Todd Peterson 703-308-7224 

1-f7o2Jj '?uS- I 0 

1.(7 o 2-Cj '5o / 
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DP#: (338682) 

47029302 

4702g302 

4702g302 

47029302 

47029302 

47029302 

47029303 

47029303 

47029304 

47029304 

47029304 

47029304 

47029304 

47029304 

47029305 

Page2 

• * • Studies Sent for Review • • 

i i , (2007) : Product 
Identity and Composition, Beginning Materials, 
Process, Formation of Impurities, Preliminary Analysis, 
Certified Limits. Unpublished study prepared by Espree 
Products, Inc. 50 p. 
Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product 
Identity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product 
Identity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product 
Identity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product 
Identity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC {2007) Aloe Herbal Horse Spray: Product 
Identity and Composition, Beginning Materials. Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Cert!lied Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC {2007) Aloe Herbal Horse Spray: Wavier 
Request lor Enforcement Analytical Method and Storage Stability. 
Unpublished stOOy prepared by Espree Animal Products, Inc. 9 p. 

Decision#: (373758) 

830.1550/Product Identity and 
composition 

830. t600/Description of materials 
used to produce the product 

830. t650/0escription of formulation 
process 

830. t670/Discussion of formation of 
·Impurities 

830.1700/Preliminary analysis 

830. !?50/Certified limits 

830.1800fEnforcement analytical 
method 

lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Wavier 830.63t ?/Storage stability of product 
Request lor Enforcement Analytical Method and Storage Stability. 
Unpublished study prepared by Espree Animal Products, Inc. 9 p. 
Sinning, D. (2006) Physical and Chemical Characteristics of Al6e 830.6303/Physical state 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density. 
Project Number: 3660/0t. Unpublished study prepared by Case 
Consulting Laboratories, Inc. 7 p. 
Sinning, D. (2006) Physical and Chemical Characteristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Dens"tty. 
Project Number: 3660/01. Unpublished study prepared by Case 
Consulting laboratories, Inc. 7 p. 
Sinning, D. (2006) Physical and Chemical Characteristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Densily. 
Project Number: 3660/01. Unpublished study prepared by Case 
Consulting laboratories, Inc. 7 p. 
Sinning, D. (2006) Physical and Chemical Characteristics of Aloe 
Herbal Horse Spray. Physical State, Oxidation!Aeduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density. 
Project Number: 3660/0t. Unpublished study prepared by Case 
Consulting Laboratories, Inc. 7 p. 
Sinning, D. (2006) Physical and Chemical Characteristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density. 
Project Number: 3660/01. Unpublished study prepared by Case 
Consulting Laboratories, Inc. 7 p. 
Sinning, D. (2006) Physical and Chemical CharaCleristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density. 
Project Number: 3660/0t. Unpublished study prepared by Case 
Consulting Laboratories, Inc. 7 p. 
Durando, J. (2006) Aloe Herbal Horse Spray: Acute Oral Toxicity 
Up and Down Procedure in Rats. Project Number: 2110t, 
P320/UDP. Unpublished study prepared by Product Safety 
Laboratories. 14 p. 

830.6314f0xidizing or reducing 
action 

830.6320/Corrosion characterislics 

830. 7000/pH of water solutions or 
suspensions 

830.7100Niscosity 

830.7300/Density/relative density 

870.1 tOO/Acute Oral Toxicity 
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DP#: (338682) 

47029307 

47029308 

47029309 

470293t0 

Page 2 

* • • Studies Sent for Review • • Decision#: (373758) 

Herbal Horse Spray: Acute Inhalation 870. t300/Acute inhalation toxicity 
i i i Project Number. 2t t03, P330. 

by Product Safety Laboratories. 22 
p. 
Durando, J. (2006) Aloe Herbal Horse Spray: Primary Eye 870.2400/Acute eye irritation 
Irritation Study in Rabbits. Project Number: 2ft04, P324. 
Unpublished study prepared by Product Safety laboratories. t7 
p. 
Durando, J. (2006) Aloe Herbal Horse Spray: Primary Skin 870.2500/Acute dermal irritation 
Irritation Study In Rabbits. Project Number: 21105, P326. 
Unpublished study prepared by Product Satety Laboratories. t5 
p. 
Durando, J. (2006) Aloe Herbal Horse Spray: Dermal Sensitization 870.2600/Skin sensitization 
Study in Guinea Pigs (Buehler Method). Project Number: 2tf06, 
P328. Unpublished study prepared by Product Safety 
Laboratories. 23 p. 
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Page 3 

DP#: (338682} .~roduct and Data Package Ingredients • • • Decision#: (373758} 



______________________________________________________________ 
 
Page   __  is not included in this copy. 
 
Pages  30_    through  33    are not included in this copy. 
_______________________________________________________________ 
 
The material not included contains the following type of 
information: 
 
__X__ Identity of product inert ingredients. 
 
_____ Identity of product impurities. 
 
_____ Description of the product manufacturing process. 
 
_____ Description of quality control procedures. 
 
_____ Identity of the source of product ingredients. 
 
_____ Sales or other commercial/financial information. 
 
_____ A draft product label. 
 
_____ The product confidential statement of formula. 
 
_____ Information about a pending registration action. 
 
_____ FIFRA registration data. 
 
_____ The document is a duplicate of page(s) _______. 
 
_____ The document is not responsive to the request. 
 
_____ Proprietary information pertaining to the chemical  
      composition of an inert ingredient provided by the source  
      of the ingredient. 
 
_____ Attorney-Client Privilege.  
 
_____ Claimed Confidential by submitter upon submission to the   
      Agency. 
 
_____ Internal Deliberative Information. 
                                                                 
  
* The information not included is generally considered confidential by product 
registrants.  If you have any questions, please contact the individual who 
prepared the response to your request. 
_________________________________________________________________ 
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0Ar<:R1DGE NATIONAL LABORATORY 
MANAGED BY UT-BATTELLE FOR THE DEPARTMENT OF ENERGY 

Apri127, 2007 

CUSTODY RECEIPT FOR FIFRA CONFIDENTIAL BUSINESS INFORMATION 

TO: Pamela Landis 
Biopesticides and Pollution Prevention Division 
Office ofPesticide Programs 
U.S. Environmental Protection Agency . 
One Potomac Yard 
2777 South Crystal Drive 
Arlin ton, VA 22202 

INSTRUCTIONS: 

FROM: R. H. Ross, G'roup Leader 
Toxicology and Hazard Assessment Group 
1060 Commerce Park 
Oak Ridge, Tennessee 37830 
(865) 574-7797 FAX (865) 574-5353 
email rossrh@ornl.gov 

1. Original of this receipt to be signed by recipient and returned to sender. 
2. Duplicate of this receipt to be retained by recipient. 

Hours 

TASK 
No. MRIDNo. Chemical/Agent WAM Material Sent Status. Est. Actual 

07-33 47029301-10* Aloe Herbal Horse Spray Landis 7DERs Draft 60 50 
IOStudyreports 
I Custody sheet 
!CD 

*Note that MRID 47029304 was not on the task shee! 

I have personally received from the sender material, enclosures, and attachments as 1dentlfied above. I assume full 
responsibility for the safe handling, slorage, and transmittal of this material in accordance wilh ex1sting FIFRA Confidential 
Business Infonnation regulation 

1 
/ . /_..,....---] /) --; 

DATERECEIVED: tJJJofo7 SIGNATURE· ·~7~1«/ i.A:g 
.j f 
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WAM Tickler (Version 091206) 
Dark line boxes without yellow are info entered later in process, for now 
enter info for items in yellow fields I click on left most cell in box to start 

EPA Reg No. 66Q63-I 
IDP# 338682 IRAL Name: ,T. Peterson 

Data Type (see Key for types) 1M RIDs list by type of data I 
p 470293-01 -02 -03 
T 470293-05 06 07 08 09 10 

PRIA Code I 671 
enter B70 is 70 
number only B58 is 58 

OPPIN Start I 2/14/20071 
Date mm/dd/yy 
Based on FFS I fee accepted 
or waiver accepted date 

Date RAL sent pkg to WAM ----> 

Due Da~e is: 4/30/2007 
(Phase III time frame calculated) 
Work Assignment # I 

Return Date------> 

(entered by WAM) 

Phase IV Sent Date: I 

KEY: 

I o4to4to71 
mm/dd' ' ,yy' 

J 

I 

I 

p product chemistry 
E efficacy 
N non-target organiSmleco effects 
T toxicology (human health) 
0 other 

{other includes insect resistance management 
supplemental data, BRAD development, etc.) 

Comments: 

~ 
' ~y r:J'• 

" (RAL to enter this date when moving package to Phase IV) 

\\JIY\ u 

,<\ 0)1)~ ')"' q(>\. '\\ l--Phase IV Due Date---> 5/30/2007 11.'-7 v' 
lrPhase IV time frame calculated) . ~ ,(1)' I ' 

0 

'. v 0\lJ \(.. 
PRIA Due Dates ' , I 

Calculated values: ~~~0 ~ 
days end date cv?' Q Phase 1 

Phase 2 
Phase 3 
Phase 4 
Phase 5 
Docs 
OGC 
Decision 

45 da alert date 

45 
o· 

30 
30 

0 

0 
7.5 

3/31/2007 
3/31/2007 

• 4/30/2007 
5/30/2007 
6/14/2007 

6/6/2007 
6/6/2007 

6/14 2007 

4/30/2007 

J' V"' ' \o j;;: ', w (rQ.""' l.9--

\)?\" S Q'I"J' G rr'"'"'\. S ~ - v-l\ ·S~ "{ \:, ( \(t- ·I~ 
Use th1s box for hand wntten notes 
when time frames shift or PRIA date 
is negotiated, etc. OR note if not PRIA 
PRINT this form in B&W 
color is not necessary 
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DATA EVALUATION RECORD 

CITRONELLA OIL 
CEDARWOOD OIL 
EUCALYPTUS OIL 

(Aloe Herbal Horse Spray) 

STUDY TYPES: Product Identity and Composition (OPPTS 830.1100) 
Description of Beginning Materials (OPPTS 830.1200) 
Description of Formulation Process (OPPTS 830.1200) 
Discussion of Formation of Impurities (OPPTS 830.1400) 
Preliminary Analysis (OPPTS 830.1700) 
Certified Limits (OPPTS 830.1750) 
Enforcement Analytical Method (OPPTS 830.1800) 
Physical and Chemical Characteristics (OPPTS 830.6302-830. 7950) 

Primary Reviewer: 
Eric B. Lewis. M.S. 

Secondary Reviewers: 

MRIDs 47029301-47029304 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37830 
Task Order No. 07~033 
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Sylvia Milanez. Ph.D .. D.A.B. T. Signature: 
Date: 

Robert H. Ross. M.S., Group Leader Signature: 
Date: 

Quality Assurance: 
Lee Ann Wilson M.A. Signature: 
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Contract No. DE-AC05-000R22725. 
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DATA EVALUATION RECORD 

EPA Secondary Reviewer: 
STUDY TYPE: Product Identity and Composition (OPPTS 830.11 00) 

Description of Beginning Materials (OPPTS 830.1200) 
Description of Formulation Process (OPPTS 830.1200) 
Discussion of Formation of Impurities (OPPTS 830.1400) 
Preliminary Aualysis (OPPTS 830.1700) 
Certified Limits (OPPTS 830.1750) 
Enforcement Aualytical Method (OPPTS 830.1800) 
Physical and Chemical Characteristics (OPPTS 830.6302-
830.7950) 

MRID NO: 47029301-47029304 

DECISION NO: 373758 

DP BARCODE: DP338682 

TEST MATERIAL: Aloe Herbal Horse Spray (a.i., 0.75% w/w citronella oil; 
0.50% w/w cedarwood oil; 0.378% w/w eucalyptus oil) 

PROJECT STUDY NO: MRID 47029301- 47029303: Not provided 
MRID 47029304: Study No. 3660-01 

SPONSOR: Espree Animal Products, Inc., 3250 Stone Myers Parkway, 
Grapevine, TX 76051 

TESTING FACILITY: MRIDs 47029301 - 47029303: None 
MRID 47029304: Case Consulting Laboratories, Inc., 622 
Route Ten, Whippany, NJ 07981 

TITLE OF REPORT: MRID 47029301: Aloe Herbal Horse Spray: Product Identity 
and Composition. Source Active Ingredients 
MRID 47029302: Aloe Herbal Horse Spray: Product Identity 
and Composition, Beginning Materials, Formulating Process, 
Formation of Impurities, Preliminary Analysis, and Certified 
Limits. 
MRID 47029303: Aloe Herbal Horse Spray: Waiver Request 
for Enforcement Analytical Method and Storage Stability 
MRID 47029304: Physical and Chemical Characteristics of 
Aloe Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density 

AUTHORS: MRIDs 47029301 - 47029303: Lewis & Harrison, LLC 
MRID 47029304: Sinning, D.J. 

STUDY COMPLETED: MR!Ds 47029301- 47029303: January 3, 2007 
MRID 47029304: November 28, 2006 

GOOD LABORATORY MRID 47029301: A signed and dated GLP statement was 
PRACTICE: included. The report is a discussion of product identity of the 

source active ingredients. The information was provided to the 
registrant, and the registrant does not know if GLP standards 
were used. 

MRID 47029302: A signed and dated GLP statement was 
included. The report is a discussion and GLP standards do not 

2 
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*Inert ingredient information may be entitled to confidential treatment*
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*Manufacturing process information may be entitled to confidential treatment*
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*Inert ingredient information may be entitled to confidential treatment*
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*Inert ingredient information may be entitled to confidential treatment*



42

*Inert ingredient information may be entitled to confidential treatment*

(see enforcement analytical method section). The corrosion characteristics study is in 
progress. 

Deficiencies: To address the flammability requirement, the registrant submitted "not 
applicable since Aloe Herbal Horse Spray does not contain any " 
The that the MSDSs for all the ingredients exc,ept 

a flash point. A flammability test meeting the requirements of 
OPPTS 830.6315 should be conducted. Results of the corrosion characteristics testing 
will need to be submitted upon its completion. 

7 
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TABLE 3. Physical and Chemical Properties for Aloe Herbal Horse Spray Basic Formulationa 

Guideline Reference No./Property Description of Result Methods 

830.9302 Color Clear, colorless @ 25°C CCL SOP 10.12 

830.6303 Physical State Liquid @ 25°C CCL SOP 10.12 

830.6304 Odor Not required for EP 

830.6313 Stability Not required for EP 

830.6314 Oxidation/Reduction: No signs of reaction after 24 44 FR 16267 

Chemical Incompatibility hrs exposure to powdered iron, 
potassium permanganate, 
water, or monoammonium 

phosphate 

830.6315 Flammability Not applicable, product does 
not contain any combustible 

liquids 

830.6316 Explodability Not applicable, product does 
not contain any explosive 

ingredients 

830.6317 Storage Stability Waiver requested 

830.6319 Miscibility Not applicable, product is not 
to be diluted with petroleum 

solvents 

830.6320 Corrosion Characteristics Study in progress 

830.6321 Dielectric Breakdown Voltage Not applicable, product not for 
use around electrical 

equipment 

830.7000 pH 4.90@ 25"C CCL SOP 10.17 

830.7050 UV Nisible Absorption Not required for EP 

830.7100 Viscosity 18.266 mm2/s (eSt)@ 22°C ASTM Methods D 445 and D 
446 

830.7200 Melting Range Not applicable, product is a 
liquid 

830.7220 Boiling Range Not required for EP 

830.7300 Density/Relative Density/Bulk 0.8435 @ 23"C CCL SOP 10.16 

Density 

830.7370 Dissociation Constant in Water Not required for EP 

830.7550 Partition Coefficient Not required for EP 

830.7840 Water Solubility Not required for EP 

830.7950 Vapor Pressure Not required for EP 

a Data from MRID 47029304 

IX. ADDITIONAL REVIEWER'S COMMENTS: None. 

8 
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DATA EVALUATION RECORD 

ALOE HERBAL HORSE SPRAY 

STUDY TYPE: ACUTE ORAL TOXICITY- RAT (870.1100) 
MRID 4 7029305 

Primary Reviewer: 
Susan Chang. M.S. 

Secondary Reviewers: 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington. VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge. TN 3783! 
Task Order No. 07-033 

H. Tim Borges. M.T.(A.S.C.P.). Ph.D .. D.A.B.T. 

Robert H. Ross, M.S .. Group Leader 

Quality Assurance: 
Eric Lewis. M.S. Signature: 

Date: 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory managed and operated by UT-Battelle, LC., for the U.S. Department of Energy 
under Contract No. DE-AC05-000R22725. 
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DATA EVALUATION RECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Acute Oral Toxicity- Rats (OPPTS 870.1100) 

47029305 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-I, 0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21101 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Acute Oral Toxicity Up and Down Procedure in Rats 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

The oral LD50 for female rats was greater than 5000 
mglkg. 

ACCEPTABLE-- TOXICITY CATEGORY IV 
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I. STUDY DESIGN: 

1. Test Material: Aloe Herbal Horse Spray containing 0. 75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients 

2. Test Animals: Three female Sprague-Dawley rats were received from Ace Animals, Inc., 
Boyertown, PA, and weighed 204-231 g on the day of dosing. The young adult animals, 11 
weeks old, were housed individually in suspended stainless steel cages with mesh floors. 
The animals were fed Purina Rodent Chow No. 5012. Filtered tap water was available ad 
libitum. The environmental conditions of the animal room were as follows: temperature, 19-
230C; relative humidity, 31-69%; and photoperiod, 12 hour light/dark cycle. Air changes per 
hour were not reported. 

3. Methods: Rats were ear-tagged: Nos. 3101, 3102, and 3103 and were acclimated for 23 or 
24 days and fasted overnight prior to dosing. The test material (5000 mg/kg body weight) 
was dosed by gavage (Table 1 ). Body weight was recorded prior to dosing, and on days 7 
and 14. The test animals were observed for mortality and clinical signs of toxicity during the 
first several hours post-dosing and at least daily for 14 days. All animals were necropsied. 

II. RESULTS: 

1. Mortalitv: All rats survived the study. 

TABLE 1. Doses, mortality/animals treated 

Dose (mg/kg) Males Females Combined 

5000 0/3 

Data taken from p. 10, MRID 47029305. 

2. Body Weight: All rats gained weight during the study. 

3. Clinical Observations: With the exception of one rat that had soft feces 3-4 hours post 
dosing, all rats appeared active and healthy throughout the study. 

4. Gross Necropsy: No gross abnormalities were noted at necropsy. 

III. DISCUSSION: 

The oral LD5o for female rats was greater than 5000 mglkg. This places Aloe Herbal Horse 
Spray in TOXICITY CATEGORY IV. The packet classification is ACCEPTABLE. 
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DATA EVALUATION RECORD 

ALOE HERBAL HORSE SPRAY 

STUDY TYPE: ACUTE DERMAL TOXICITY- RAT (870.1200) 
MRlD 47029306 

Primary Reviewer: 
Susan Chang. M.S. 

Secondary Reviewers: 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak llidge, TN 3 7831 
Task Order No. 07-033 

H. Tim Borges. M.T.CA.S.C.P.). Ph.D., D.A.B.T. Signature: 
Date: 

Robert H. Ross. M.S .. Group Leader Signature: 
Date: 

Quality Assurance: 
Eric Lewis. M.S. Signature: 

Date: 

Disclaimer 

~Rj6"~ 
APR 2 6 2007 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory managed and operated by UT-Batte!le, LLC., for the U.S. Department of Energy 
under Contract No. DE-AC05-000R22725. 
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DATA EVALUATION RECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Acute Dermal Toxicity- Rats (OPPTS 870.1200) 

47029306 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-1,0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21102 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Acute Dermal Toxicity Study in Rats- Limit Test 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

The dermal LD5o for males, females, and combined was 
greater than 5000 mg/kg. 

ACCEPTABLE-- TOXICITY CATEGORY IV 
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I. STUDY DESIGN: 

1. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test Animals: Five male and five female Sprague~ Dawley rats were received from Ace 
Animals, Inc., Boyertown, PA, were assigned to groups, and weighed 247-254 g (males) 
and 190-206 g (females) on the day of treatment. The young adult animals, 8-9 weeks old, 
were housed individually in suspended stainless steel cages with mesh floors. The animals 
were fed Purina Rodent Chow No. 5012 and filtered tap water was available ad libitum. 
The environmental conditions of the animal room were as follows: temperature, 20-23°C; 
relative humidity, 30-70%; and photoperiod, 12 hour light/dark cycle. Air changes per hour 
were not reported. 

3. Methods: Rats were ear-tagged: Male -Nos. 3201 to 3205; Female- Nos. 3206 to 3210. 
The rats were acclimated for 9 days. The test material (5000 mg/kg body weight) was 
applied evenly over a 2 inch x 3 inch area (approximately 10% of the body surface) on the 
dorsal trunk and the treatment site covered with a gauze pad. The gauze pad and entire 
trunk were wrapped with Durapore tape. The coverings were removed after 24 hours and 
excess test material removed. The test animals were observed during the first several hours 
after treatment for mortality, signs of gross toxicity, and behavior changes and daily 
thereafter for 14 days. The rats were weighed prior to treatment and on days 7 and 14. The 
rats were euthanized on day 14 and necropsied. 

II. RESULTS: 

1. Mortalitv: All rats survived the study. 

TABLE 1. Doses, mortality/animals treated 

Dose (mg/kg) Males Females Combined 

5000 0/5 015 0/10 

Data taken from p. 12, MRID 47029306. 

2. Clinical Obsen>ations: Erythema and edema were noted at the dose site on two males and 
five females on days l, 2, 3, and/or 4. All rats appeared active and healthy throughout the 
study. 

3. Body Weight: All rats gained weight during the study. 

4. Gross Necropsv: No gross abnormalities were noted at necropsy. 

III. DISCUSSION: 
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The acute dermal LD50 for males, females, and combined was greater than 5000 mglkg. 
This places Aloe Herbal Horse Spray in TOXICITY CATEGORY IV. The packet 
classification is ACCEPTABLE. 
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DATA EVALUATION RECORD 

ALOE HERBAL HORSE SPRAY 

STUDY TYPE: ACUTE INHALATION TOXICITY- RAT (870.1300) 
MRID 47029307 

Primary Reviewer: 
Susan Chang. M.S. 

Secondary Reviewers: 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, 1N 37831 
Task Order No. 07-033 

~~-
Signature: . APR 2 il 2007 ._~) 
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~sx~ 
Robert H. Ross. M.S .. Group Leader 

Quality Assurance: 
Eric Lewis. M.S. Signature: 

Date: APR 2 6 2007 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory managed and operated by UT-Battelle, LC., for the U.S. Department of Energy 
under Contract No. DE-AC05-000R22725. 
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DATAEVALUATIONRECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Acute Inhalation Toxicity- Rats (OPPTS 870.1300) 

47029307 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-1,0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21103 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Acute Inhalation Toxicity Study in Rats- Limit Test 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

The inhalation LC50 for males, females, and combined 
was> 2.06 mg/L. 

ACCEPTABLE-- TOXICITY CATEGORY IV 
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I. STUDY DESIGN: 

I. Test Material: Aloe Herbal Horse Spray containing 0. 75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test Animals: Five male and five female Sprague~ Dawley rats were received from Ace 
Animals, Inc., Boyertown, PA, were assigned to groups, and weighed 254-266 g (males) 
and 180-225 g (females) on the day of treatment. The young adult animals, 8-9 weeks old, 
were housed individually in suspended stainless steel cages with mesh floors. The animals 
were fed Purina Rodent Chow No. 5012. Tap water was available ad libitum. The 
environmental conditions ofthe animal room were as follows: temperature, 14-22°C; 
relative humidity, 30-66%; and photoperiod, 12 hour light/dark cycle. Air changes per hour 
were not reported. 

3. Methods: Rats were ear-tagged: Male- Nos. 3301 to 3305; Female- Nos. 3306 to 3310. 
The rats were acclimated for 10 days prior to exposure. The animals were exposed to the 
concentration shown in Table 1. The rats were exposed nose-only in a Mini Nose-Only 
Inhalation Chamber (ADG Developments Ltd) for four hours and one minute. They were 
observed during exposure, upon removal from the chamber, and at least once daily 
thereafter for 14 days. They were weighed prior to test material exposure and on days 7 and 
14. All rats were sacrificed and necropsied on day 14. 

TABLE 1. Concentrations, ex osure conditions, mortality/animals treated 

Nominal Grav. MMAD GSD 
Particles 

Temp Humidity 
Mortalit 

Cone. Cone. $3.3 !liD 
(mg/L) (mg/L) 

(/lm) (!lm) (%) ("C) (%) 
Male Fem:~le Combined 

13.08 2.06 2.4-2.6 ].87- -83 21-22 53-57 015 015 OliO 
1.90 

' Data taken from Tables 4-6, pp. 9, II, and I6-I8, MR1D 4652.,206. 

Generation of the test atmosphere and description of the chamber: The exposure 
atmosphere was generated using a 1/4 inch JCO atomizer (Spraying Systems Inc.), FC3 
fluid cap and AC1502 air cap (Robert Miller Associates). The test material was metered to 
the atomization nozzle through Tygon tubing using a pump. Filtered air was supplied by an 
air compressor connected to the spray atomization nozzle. Additional filtered compressed 
mixing air was supplied directly to the exposure chamber from a compressed air tank. The 
average total aidlow was 25.6-25.9liters/min and the nose-only exposure chamber volume 
was 6. 7 L. Time to equilibrium was approximately 1 min. 

Test atmosphere concentration: During exposure, gravimetric samples were collected 
from the breathing zone of the animals six times, using glass fiber filters. Filter papers were 
weighed before and after collection to determine the mass collected. The value was divided 
by the total volume of air sampled to determine the chamber concentration. The average 
results are in Table 1 above. 
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Particle size determination: Particle size for each exposure concentration was determined 
twice using an eight~stage Andersen cascade impactor. The test material concentration 
collected at each stage was determined gravimetrically. The mass median aerodynamic 
diameter and geometric standard deviation were determined graphically using two~cycle 
logaritlunic pro bit axes. Results are in Table 1 above. 

II. RESULTS: 

1. Mortality: All rats survived the study. 

2. Clinical Observations: Clinical signs of toxicity were not reported for the period during 
exposure. Irregular respiration, hunched posture, moist rales, and/or hypoact:ivity were 
observed upon removal of the animals from the chamber. All animals had reduced fecal 
volume on Days I and/or 2 with recovery by Day 4 and appeared active and healthy 
throughout the rest of the observation period. 

3. Bodv Weight: All rats gained weight during the study. 

4. Gross Necropsy: No gross abnormalities were noted at necropsy. 

III. DISCUSSION: 

The inhalation LCso for males, females, and combined was> 2.06 mg/L. This places Aloe 
Herbal Horse Spray in TOXICITY CATEGORY IV. The packet classification is 
ACCEPTABLE. 
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DATA EVALUATION RECORD 

ALOE HERBAL HORSE SPRAY 

STUDY TYPE: PRIMARY EYE IRRITATION -RABBIT (870.2400) 
MRID 47029308 

Primary Reviewer: 
Susan Chang. M.S. 

Secondary Reviewers: 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37831 
Task Order No. 07-033 

Signature: 
Date: 
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H. Tim Borges. M.T.(A.S.C.P.). Ph.D .. DAB.T. Signature: ~R~ Date: 
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Robert H. Ross. M.S .. Group Leader Signature: 
Date: 

Quality Assurance: 
Eric Lewis M.S. Signature: 

Date: APR 2 6 2007 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory managed and operated by UT -Battelle, LLC., for the U.S. Department of Energy 
under Contract No. DE-AC05-000R22725. 
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DATA EVALUATION RECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Acute Eye Irritation- Rabbits (OPPTS 870.2400) 

47029308 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-l, 0. 75% 
Citronella Oil, 0.50% Cedar Oil, and 0.3 78% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21104 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins!Product Safety Laboratories, Dayton, NJ 

Primary Eye Irritation Study in Rabbits 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

Corneal opacity was noted on 113 rabbits at 1 and 24 
hours after test material instillation with resolution by 48 
hours. Iritis was noted on 313 rabbits one hour after test 
material instillation with resolution on one rabbit by 48 
hours and on two rabbit by 72 hours. Positive 
conjunctival irritation (score 2 or 3) was noted one hour 
after test material instillation with resolution on one 
rabbit by 48 hours and on the other rabbits by 72 hours. 
The maximum average score was 18.0 at one hour after 
test material instillation. Aloe Herbal Horse Spray was 
moderately irritating. 

ACCEPTABLE-- TOXICITY CATEGORY Ill 

2 
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I. STUDY DESIGN: 

1. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test Animals: Three male young adult New Zealand White rabbits were received from 
Robinson Services, Inc., Clemmons, NC. The animals were housed individually in 
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina 
Rabbit Chow No. 5326. Filtered tap water was available ad libitum. The environmental 
conditions of the animal room were as follows: temperature, 19-22°C; relative humidity, 48-
72%; and photoperiod, 12 hour light/dark cycle. Air changes per hour were not reported. 

3. Methods: The rabbits were ear-tagged: Nos. 3401 to 3403 and were acclimated for 14 days. 
The test material (0.1 mL!eye/anirnal) was applied in the conjunctival sac of the right eye, 
and the eye held closed for approximately one second. The left eye served as control. The 
eyes were examined and scored I, 24, 48 and 72 hours and at 4 days after test material 
instillation. 

II. RESULTS: 

1. Mortality: All rabbits survived the study. 

2. Ocular Lesions: Corneal opacity was noted on 113 rabbits at 1 and 24 hours after test 
material instillation with resolution by 24 hours (Table 1). Iritis was noted on 3/3 rabbits 
one hour after test material instillation with resolution on one rabbit by 48 hours and on two 
rabbit by 72 hours (Table 2). Positive conjunctival irritation (score 2 or 3) was noted one 
hour after test material instillation with resolution on one rabbit by 48 hours and on the other 
rabbits by 72 hours . The maximum average score was 18.0 at one hour after test material 
instillation (Table 3). 

TABLE 1. Individual Male (M) and Female (F) Eye Scores w/ Time: Cornea (A""Density of Opacity, 
B=Area of Opacity) 

Animal I hour 24 hours 48 hours 72 hours 4 days 
No. 

A B A B A B A B A B 

3401 0 4 0 4 0 4 0 4 0 4 

3402 0 4 0 4 0 4 0 4 0 4 

3403 I I I I 0 4 0 4 0 4 

3 
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TABLE 2. Summary of Eye Irritation Scores with Time: Conjunctiva and Iris 

Score Conditions 1 hour 24 hours 48 hours 72 hours 4days 

Conjunctiva 

Erythema 2 2 1 to 2 I 0 

Chemosis I to 2 I 0 to I 0 0 

Discharge 2-3 I to 2 0 to I 0 0 

Iris I I 0 to I 0 0 

lmtatwn score 1s based on Dra1ze Method 

Scale for Scoring Ocular Lesions 

Cornea 
A. Opacity·degree of density (area most dense taken for reading) 

No Opacity ..................................................................................................................................................... 0 
Scattered or diffuse area, details of iris clearly visible .................................................................................. 1 * 
Easily discernible translucent areas, details of iris slightly obscured ............................................................ 2* 
Opalescent areas, no details of iris visible, size of pupil barely discernible .................................................. 3* 
Opaque, iris invisible .................................................................................................................................... 4* 

B. Area of cornea involved 
One quarter (or less) but not zero .................................................................................................................... ! 
Greater than one quarter, but less than half ..................................................................................................... 2 
Greater than half, but less than three quarters ................................................................................................. 3 
Greater than three quarters, up to whole area .................................................................................................. 4 
Score= Ax B x 5 Total Maximum Score= 80 

Iris 
A. Values 

Nonnal ........................................................................................................................................................... 0 
Folds above nonnal, congestion, swelling, circumcorneal injection (any or all of these or combination 

of any thereof), iris still reacting to light (sluggish reaction is positive) ................................................ I* 
No reaction to light, hemorrhage, gross destruction (any or all of these)........... .. ........................... 2* 
Score= A x 5 Total Maximum Score = 10 

Conjunctivae 
A. Redness (refers to palpebral and bulbar conjunctivae excluding cornea and iris) 

Vessels nonnal ............................................................................................................................................... 0 
Vessels definitely injected above normal ........................................................................................................ I 
More diffuse, deeper crimson red, individual vessels not easily discernible ................................................ 2* 
Diffuse beefY red ........................................................................................................................................... 3* 

B. Chemosis 
No swelling ..................................................................................................................................................... 0 
Any swelling above nonnal (includes nictitating membrane) ......................................................................... ! 
Obvious swelling with partial eversion of lids .............................................................................................. 2* 
Swelling with lids about half dosed ............................................................................................................. 3* 
Swelling with lids about half closed to completely closed ............................................................................ 4* 

C. Discharge 
No discharge ........................................................................ .' .......................................................................... 0 
Any amount different from nonnal (does not include small amounts observed in inner canthus of 

normal animals) ....................................................................................................................................... I 
Discharge with moistening of the lids and hairs just adjacent to lids .............................................................. 2 
Discharge with moistening of the lids and hairs, and considerable area around the eye ................................. 3 
Score= (A+ B +C) x 2 Total Maximum Score= 20 

* represents a positive response 

4 
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TABLE 3. Summary of Total" and Primary Eye Irritation Scores with Time 

Animal# I hour 24 hours 

3401 15 13 

3402 15 13 

3403 24 20 

Average scores 18.0 15.3 

aFormula: Total Irritation Score= I+ II+ III, where, 
I= Corneal Score= [Density (A) x Area (B)] x 5 
II = Iris Score = Severity x 5 

48 hours 

II 

4 

9 

8.0 

III= Conjunctival Score= [Erythema (A)+ Chemosis (B)+ Discharge (C)] x 2 
bAverage Primary Irritation= Sum of Total Irritation Scores"' 3 

III. DISCUSSION: 

72 hours 

2 

2 

2 

2.0 

4 days 

0 

0 

0 

0.0 

Corneal opacity was noted on 1/3 rabbits at 1 and 24 hours after test material instillation 
with resolution by 48 hours. Iritis was noted on 3/3 rabbits one hour after test materia[ 
instillation -with resolution on one rabbit by 48 hours and on two rabbit by 72 hours. 
Positive conjunctival irritation (score 2 or 3) was noted one hour after test material 
instillation with resolution on one rabbit by 48 hours and on the other rabbits by 72 hours. 
The maximum average score was 18.0 at one hour after test material instillation. Aloe 
Herbal Horse Spray was moderately irritating and is in TOXICITY CATEGORY Ill. The 
packet classification is ACCEPTABLE. 

5 
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DATA EVALUATION RECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

I. STUDY DESIGN: 

Primary Dermal Irritation- Rabbits (OPPTS 870.2500) 

47029309 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-I, 0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21105 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Primary Skin Irritation Study in Rabbits 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

Well defined moderate to severe erythema was noted on 
all rabbits 30-60 minutes after patch removal that 
persisted through day 14. Clearance on two rabbits was 
noted by day 14. Slight edema was noted on all animals 
30-60 minutes after patch removal with clearance by Day 
14. The primary irritation index was 3.8. 

ACCEPT ABLE --TOXICITY CATEGORY Ill 

1. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil, 
and 0.3 78% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test Animals: Three female young adult New Zealand White rabbits were received from 
Robinson Services, Inc., Clemmons, NC. The animals were housed individually in 
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina 
Chow No. 5326. Filtered tap water was available ad libitum. The environmental conditions 
of the animal room were as follows: temperature, 19-22°C; relative humidity, 46-72%; and 
photoperiod, 12 hour lighUdark cycle. Air changes per hour were not reported. 
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3. Methods: The rabbits were ear-tagged, Nos. 3501to 3503, and were acclimated for 8 days. 
The fur on the dorsal trunk of each rabbit was clipped on the day prior to treatment. The 
rabbits were treated with 0.5 mL of test material applied on a 6 cm2 clipped intact site, and 
the site covered with gauze pad. The pad and entire trunk were wrapped with a semi
occlusive Micropore tape and Elizabethan collars were placed on the rabbits. The covering 
and the collar were removed four hours later and the site cleansed to remove any residual test 
materiaL The animals were observed at least once daily for gross toxicity and behavior 
changes during the study. Dermal examination was recorded at I, 24, 48, and 72 hours and 
at 7, 10, and 14 days after removal of the patch. 

II. RESULTS: 

1. Mortalitv: All rabbits survived the study. 

2. Dermal responses: Well defined erythema was noted on 2/3 rabbits 30-60 minutes after 
patch removal that persisted through 72 hours. The erythema reduced on one rabbit by 
Day 7 and persisted on one rabbit through Day 14. The third rabbit had well defined 
erythema 30-60 minutes after patch removal, moderate to severe erythema by 24 hours, 
well defined erythema at 72 hours, that reduced to very slight erythema by Day 10. The 
primary irritation index was 3.8. 

Irritation Scores: 

TABLE l. Summary of individual rabbit's dermal irritation scores with time 

Animal Nos. I 

3501 2/2
3 

3502 2/2 

3503 2/2 . Data taken from Table I, p. I3, MRID 47029.,09 . 
aErytl1ema/Edema 

Hours 

24 48 

2/2 21l 

2/2 2/2 

3/2 2/2 

Description of rating method: 

Evaluation of Skin Reaction: 
Erythema formation: 

72 7 

21l Ill 

2/1 I!! 

2/1 Ill 

Days 

10 14 

I! I 1!0 

0/0 010 

1!0 010 

No erythema ......................................................................................................................................................... 0 
Very slight erythema (barely perceptible) .............................................................................................................. I 
Well-defined erythema ........................................................................................................................................... 2 
Moderate to severe erythema ............................................................................................................................... 3 
Severe erythema (beet redness) to slight eschar formation (injuries in depth) ...................................................... .4 

Edema Formation: 
No edema .............................................................................................................................................................. 0 
Very slight edema (barely perceptible) .................................................................................................................. I 
Slight edema (edges of area well-defined by definite raising) ............................................................................... 2 
Moderate edema (raised approximately I mm) ...................................................................................................... 3 
Severe edema (raised by more than I mm extending beyond the area of exposure) .............................................. 4 
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III. DISCUSSION: 

Well defined erythema was noted on 2/3 rabbits 30-60 minutes hour after patch removal that 
reduced to very slight erythema on one rabbit through Day 7 with clearance by Day 10 and 
on another rabbit through Day 14. The third rabbit had well defined erythema 30-60 minutes 
after patch removal, moderate to severe erythema by 24 hours, well defined erythema by 48 
and 72 hours, that reduced to very slight erythema by Day 10 with clearance by Day 14. 
Slight edema was noted on all animals 30-60 minutes after patch removal that persisted on 
some animals through Day 14. The primary irritation index was 3.8. Aloe Herbal Horse 
Spray was moderately irritating and is in TOXICITY CATEGORY III. The packet 
classification is ACCEPTABLE. 
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DATA EVALUATION RECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Skin Sensitization- Guinea Pigs (OPPTS 870.2600) 

47029310 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-l, 0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21106 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Dermal Sensitization Study in Guinea Pigs (Buehler 
Method) 

JeiiDifer Durando 

December 20, 2006 

GLP Compliant 

After three consecutive weekly inductions, the test 
animals showed positive signs of irritation 24 and 48 
hours after challenge. Aloe Herbal Horse Spray was a 
dennal sensitizer. 

ACCEPTABLE 
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I. STUDY DESIGN: 

1. Test material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test animals: Thirty female Hartley guinea pigs were received from Elm Hill Breeding 
Labs, Chelmsford, MA, were assigned to groups, and weighed 3l8A03 gat experiment start. 
The body weight was not reported for four males that were used for preliminary irritation 
testing. The young adult animals were housed individually in suspended stainless steel cages 
with mesh or plastic perforated floors. The animals were fed pelleted Purina Guinea Pig 
Chow No. 5025. Filtered tap water was available ad libitum. The environmental conditions 
of the animal room were as follows: temperature, 19-22°C; relative humidity, 48-75%; and 
photoperiod, 12 hour lighUdark cycle. Air changes per hour were not reported. 

3. Methods: Male and Female guinea pigs were marked with color codes and grouped: 
Preliminary irritation testing- Nos. 3680 to 3683 (males); Test- Nos. 3601 to 3620 
(females); Naive Control- Nos. 3621 to 3630 (females). The guinea pigs were acclimated 
for 7-39 days. The animals were induced and challenged according to the method of 
Buehler. From the results of the preliminary irritation testing, undiluted test material was 
used for induction and challenge. The dorsal and flank areas of20 test guinea pigs and 10 
naive control animals were clipped prior to each treatment. For the induction, 0.4 mL 
undiluted test material was applied to the animal using a Hill Top Chamber secured with 
non-allergenic adhesive tape. The chamber and excess test material were removed after six 
hours. The procedure was repeated once each week for three consecutive weeks. Twenty
seven days after the first induction, the test animals were challenged with 0.4 mL of 
undiluted test material under occlusion to naive sites. At challenge, a naive control group (10 
animals) was treated with 0.4 mL of undiluted test material. Reactions were scored at 
approximately 24 and 48 hours following induction and challenge application. 

II. RESULTS: 

1. Mortalitv: All animals survived the study. 

2. Bodv Weight: All animals gained weight during the study. 

3. Skin Effects: Very faint usually non-confluent erythema was noted on 8/20 test animals 24 
hours after the first induction with clearance on 4/12 animals by 48 hours. Very faint usually 
non-confluent erythema was noted on 12/20 test animals 24 hours after the second induction 
that persisted through 48 hours. Very faint usually non-confluent erythema and faint usually 
confluent erythema were noted on 11120 and 8/20 test animals, respectively, 24 hours after 
the third induction and on 15/20 and 3/20 test animals, respectively, 48 hours after the third 
induction. Faint usually confluent erythema was noted on 11/20 test animals 24 hours after 
challenge and on 9/20 test animals 48 hours after challenge. Very faint usually non
confluent erythema was noted on 6110 naive control animals 24 hours after challenge with 
clearance on four animals by 48 hours. 
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TABLE 1. Summary of Individual Erythema Challenge Scores with Time • 

24 hours 

Erythema Score 0 0.5 1.0 

Treated I 8 II 

Naive Control 4 6 0 

' "Number of ammals affected 
Evaluation score is based on Buehler Grading Scale. 

Scale for Scoring Skin Reaction 

Buehler sensitization scoring scale 
Erythema 
No reaction 

48 hours 

2.0 0 0.5 

0 3 8 

0 8 2 

1.0 2.0 

9 0 

0 0 

Very faint, usually nonconfluent ....................................................................................................................... 0.5 
Faint, usually confluent .......................................................................................................................................... I 
Moderate ................................................................................................................................................................ 2 
Severe with or without edema ............................................................................................................................... 3 

III. DISCUSSION: 

After three consecutive weekly inductions, the test animals showed positive signs of 
reactivity while the naive control animals showed no positive signs of reactivity 24 and 48 
hours after challenge. The study included an alpha-hexylcinnamaldehyde (HCA) positive 
control study which was carried out within six months of the study and the results were 
appropriate. Aloe Herbal Horse Spray was a dermal sensitizer. The packet is classified as 
ACCEPTABLE. 
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SUPER GUARD 3535 INSECT REPELLENT- Master Label 

SUPER GUARD 3535 
INSECT REPELLENT 

-OPTIONAL LANGUAGE-

PAGE I of2 

NEW [claim would be valid for 6 months/rom the date of the first product shipment} 
Sun Block With Insect Repellent 

Repels (mosquitoes)(for) Up to 8 Hours 
Dries Instantly* Waterproof* Pleasant Fragrance* DEET Free* SPF 30* PABA Free 

Contains 20% IR3535 Insect Repellent 
Contains Aloe and Vitamin E to soothe and naturally moisturize skin 

Hypoallergenic*Non-comedogenic- won't clog pores 
Waterproof & Sweatproof* All Day Waterproof and Sweatproof protection 

(8 hour) UV A I UVB Protection 
Dries Instantly -no greasy residue 

Easy to use spray formula for no hassle application 
Light spray gel won't drip -or cause your grip to slip 

Pleasant fragrance (scent may be defined) 
Suitable for the entire family (See Directions)*Quick dry waterproof spray 

DEBT Free formula doesn't require washing off of skin upon return to indoors. 
Repels mosquitoes that may (carry) (transmit) the West Nile virus (encephalitis) (diseases). 

Provides effective, dependable, and long lasting repellency against mosquitoes. 

(Company Name) Sun Block with Insect Repellent formula provides all day waterproof SPF 30 sun 
protection and repels mosquitoes for up to 8 hours. Gentle formula does not need to be washed off 
when returning from the outdoors. Pleasant fragrance. 

ACTIVE INGREDIENT: 
3-( (N -buty I-N -acety I)-amino 
propionic acid ethyl ester* .............................................................. 20% 
OTHER INGREDIENTS: ............................................................ 80% 
TOTAL: ....................................................................................... 100% 
*IR3535® Insect Repellent 

Keep Out of Reach of Children 
CAUTION 

See back panel for additional precautionary statements. 

Net Weight 2,4,6,8,12,15,and 32 fl. oz. 
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SUPER GUARD 3535 INSECT REPELLENT- Master Label PAGE 2 of2 

FIRST AID 

Ifln Exes: • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
• Remove contact lenses, if present, after the first 5 minutes, then continue 

rinsing the eye. 
• Call a poison control center or doctor for treatment advice. 

HOTLINE NUMBER 
Have product container with you when calling for help or going for treatment. 

Questions???: 800-940-4464, Weekdays from 9-5 EST. 

NOTE: The First Aid stalemenl's grid format will always be used if market label space permits; olherwise a paragraph 
format will be used. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS: CAUTION: For external use only. Causes moderate eye irritation. 
Do not get in eyes. Use oil children under 6 months of age only with the advice of a physician. 
PHYSICAL OR CHEMICAL HAZARDS: Flammable. Keep away from heat and open flame. 
Contains alcohol. A void contact with plastics. 

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner 
inconsistent with its labeling. 
Apply liberally and evenly over dry, exposed skin. Do not spray directly on face. Spray on palm of 
hand and apply to face. An adult must apply this product to children under 10. For continued 
protection from mosquitoes, reapply after 8 hours. For sunscreen protection, reapply after toweling 
off or as needed. Do not exceed 7 applications per day for adults, 3 applications per day for 
children. 

STORAGE: Store in a cool, dry place in tightly closed container. 
DISPOSAL: If empty: Do not reuse this container. Place in trash or offer for recycling if 
available. If partly filled: Call your local solid waste agency or 1 ~SOO~CLEANUP for disposal 
instructions. Never place unused product down any indoor or outdoor drain. 

ACTIVE SUNSCREEN INGREDIENTS: Octinoxate (7.5%), Octisalate (5%), Octocrylene 
(10%), Oxybenzone (6%). INACTIVE L"JGREDIENTS: acrylates/octylacrylamide copolymer, 
SD alcohol40 (48.67%), aloe barbadensis leaf extract, Cl2-15 alkyl benzoate, fragrance, isopropyl 
palmitate, tocopheryl acetate. 

ASSOCIATED REGISTRATIONS, P.O. Box 188; Safety Harbor, FL 34695, I -800-356-7811 
EPA Reg. No. 54287- EPA Est. 54287-FL-1 
1R3535® is a registered trademark of Merck KgaA 

54287-XSGl535!N!TIAL090706-revisodi22606-EPA 
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CyberRegs - Managing ReQ).llatory Change Through Technology Pagel of! 

40 CFR Part 158, Section 155, Paragraph (f) 

[Send to plinter I Save 10 computer] 

(f) Ingredients that cannot be characterized. If the identity of any ingredient or impurity cannot be 
specified as a discrete chemical substance (such as mixtures that cannot be characterized or isomer 
mixhrres), the applicant must provide sufficient infonnation to enable EPA to identify its source and 
qualitative composition. 

License terms· Privacy policy 
Click f1ere for copyright@ information. 

http:// cy berregs .ci tati on.com/ c gi -exe/ cpag e.dll ?pg=cutn bdrx&rp=d: %5 C%5Cwebcontent. . . 4/1 7/2007 
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U.S.EPNOPP Pesticide-R~Iated Database Queries- NPIRS Page 1 of2 

~fill~& .Pu6fie 
National Pesflc!de Information Retneval System ... 

Home About Services Meetings PPIS State Links Subscribe Contact 

Chemical Ingredients 

Search Criteria: 8000-27-9 

PC Code: 40505 
Possible Names for this Chemical: 

• Cedarwood oil 
• CAS Reg. No. 8000-27-9 
• llmiperus virginiana oil 

Display: <i Active Registrants Only r All Registrants __ G;:;.;:_et:..C:.o:.m:..cpc:a:.:n"y'-'ln:.:;fo:;;___, 

NPIRS® is a registered trademark of the National Pesticide Information Retrieval System. 
Copyright© 1998-2007, Purdue Research Foundation. All Rights Reserved. 

http:/ /ppis. ceris. purdue .edu/htb in/ cnamkeys .com 

These e 
of the dif 

at the I 

4/16/2007 
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U.S.EPA/OPP Pesticide-R0!ated Database Queries- NPIRS Page 1 of2 

"ifot({I/:)J~.S 1Ju6fie 
National Peshcrde lnformat1on Retrieval System ... 

Home About Services Meetings PPIS State Links Subscribe Contact 

Chemical Ingredients 

Search Criteria: 8000-48-4 

PC Code: 40503 
Possible Names for this Chemical: 

• Oil of eucalyptus 
• CAS Reg. No. 8000-48-4 

Display: r. Active Registrants Only r All Registrants _ __:G:.:e.:.t.:.C.:.om=pa=n-"yCCI:.:nf:.:oC.--.J 

NPIRS® is a registered trademark of the National Pesticide Information Retrieval System. 
Copyright© 1998-2007, Purdue Research Foundation. All Rights Reserved. 

http ://ppis. ceris. purdue.edulhtbin/ cnam keys. com 
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4/16/2007 
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U.S.EPA/OPP Pesticide-Fr~lated Database Queries- NPIRS Page 1 of2 

,~flsf)~.S Pu6/ic 
Nat1onal PeshcJde Information Retneval System ... 

Home About Services Meetings PPIS State Links t S-~-~~-~_rib_~ Contact 

Chemical Ingredients 

Search Criteria: 8000-29-1 

PC Code: 21901 
Possible Names for this Chemical: 

• Oil of citronella 
• CAS Reg. No. 8000-29-1 
• Citronella oils 
• #5562-PBA Polybeads 

Display: ei Active Registrants Only r All Registrants __ G_e_t C_o_m-'-pa_n-'-y_l_.nf_.o _ _, 

NPIRS® is a registered trademark of the National Pesticide Information Retrieval System. 
Copyright© 1998-2007, Purdue Research Foundation. All Rights Reserved. 

http;/ /p pis. ceris. purdue. edu/htbin/ cnamkeys .com 
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4/16/2007 
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Hi Cathy, 

Todd 
Peterson/DC/USEPA/US 

t0/11/2006 02:49PM 

To Catherine Rice <crice@lewisharrison.com> 

cc Todd Peterson/DC/USEPA/US@EPA 

bee 
Subject RE: Espree Aloe Herbal Horse Spray[lli 

Comments gleaned right from the horses mouth (so to speak ... thars an appropriate expression don't you 
think so!). 
Anyway, read the following for ideas and general comments. I've copied these from other e-mails so they 
are in the words of the individual whose name precedes the commentsl 

Russ 

In regard to #2. in minutes: Since product is a spray, registrant will need to address exposure to 
non-targets if product is applied outdoors. If product is labeled to be applied only indoors (in stalls, barns, 
etc., there are no non-target issues. 

Roger 

The answer to the first question is, we would need eff1cacy data if the label claimed to repel publ'lc health 
pests. 

There might be tolerance issues, but that would create the need for additional data. For example, we 
would need a subchronic toxicity study by the oral route for the TGAI and a developmental toxicity study 
with the TGAJ to satisfy FQPA requirements for risk assessment (i.e., find an oral toxicity endpoint on 
which to base a risk characterization). We would also need to do a secondary residue study to determine 
the likely residues in meat and milk. These data could be waived if the registrant would be able to 
demonstrate no toxicity endpoints (i.e., the two tax studies show no effects at limit doses usually of tOOO 
mg/kg/day) or show that there would be no likely residues because the a.i. would not be absorbed through 
the skin of treated livestock. The livestock use would open up a much more rigorous set of data 
requirements that would probably be very expensive and take a couple of years to complete 

Todd 

Be aware that the requirement for efficacy data is a guideline requirement We will not request that you 
submit the data unless it is for a human health pest If for any reason we needed the data, we'd expect 
you to have it on hand. That's my understanding. In practice we don't tend to ask for the efficacy unless 
some situation comes up. In this case, for horses, we'd probably not ask and your market place will tell 
you if the product really works. If sales drop ... well ... time to develop another producd 

With regard to using REDs. If you rely on data associated with a recent RED, the data may be 
compensable. IF a really old RED, the data may not be strpng or technically good enough Uust see if the 
RED is chiseled in stone by a cave man, that's usually a good indication of an old RED). Uust kidding!] 

About use ... if horses are treated in stables, barns, enclosed holding pens, then there outside ECO issues 
drop out of site and you may get waived based on use pattern. 

For cattle, etc., I'd suggest making the product for horses first get the channel of trade up and running and 
then explore new uses later. If this is a small business, even under PRIA, the fees won't be much of an 
issue for adding new uses. If you need to develop data, it's nice to have the product selling in the mean 
time. 

Phone call ... 
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If you have follow on questions give me a call Thursday. I got in really late today and am trying to catch 
up. 

Best Regards, 

Todd Peterson, Ph.D 
Biologist 
USEPA, OPP, Biopesticides and Pollution Prevention Division 
703-308-7224 
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Hi Todd, 

Catherine Rice 
<crice@lewisharrison.com> 

09/25/2006 12:20 PM 

To Todd Peterson/DC/USEPA!US@EPA 

cc Justin Jones <jjones@espree.com> 

bee 
Subject Espree Aloe Herbal Horse Spray 

Attached is a summary of our September 14, 2006 meeting regarding Espree Aloe Herbal Horse Spray. 
Rather than attach multiple documents, I have scanned this in as one .pdf file. Please let me know if you 
have any difficulties reading this. 

As outlined in the meeting notes, there are two issues where we need clarification: 
1. Does efficacy data need to be submitted? 
2. If our client decides to expand the use from horses to livestock, will there be tolerance issues? 

I look forward to hearing back from you on this product. 

Cathy Rice 
Lewis & Harrison 
202-393-3903 ext. 13 

!0!11~, ;,_,_: 
'-""' 

Pre· submission meeting notes.pdl 
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Pre-submission Meeting ror Espree Aloe llerbal Horse Spray 

A pre-submission meeting was held on Tuesday. September 14. 2006, at USEPA 
Potnmac Yard to discuss the registration requirements f(Jr Fspree Aloe llerballlnrse 
Spray. Meeting attendees included the following: 

I ·odd Peterson, EPA 
Linda Hollis. EPA 
Roger Gardner_ EPA 
Russ Jones, EPA (Via conference call) 
Justin .Iones. Espree (via conference call) 
13ill Lindo. Espree (via conference call) 
Eliot llanison. Agent for Esprcc 
Cathy Rice. Agent tOr Espree 

Attached arc copies of the dratllabel and Confidential Statement of Formula. Please note 
that the label will be updated based on the acute toxicolugJ· testing results. 

Meeting highlights: 
I . Tlw registrant gave a brief description of tlH.~ product composition and 11se wl1icl1 

lOiluw: 
1\t1posed l)rnduct: 

Aloe Hcrballlorsc Spray is an end-use prOduct for use on horses (and 
possible other livestock including pigs. cattle, etc.) 

Proposed Formulation: 
Al:li·.-c ingredients include citronelln oil. cedar nil. and t'!ucalyplus oil 
All the source active ingredienl:-> are unregistered since there are no 
technical or MIJP registrations l'or these w:tives. 
Two of the actives (citronella oil and cedar oil) arc 25(b) actives. 
REDs have been issued for all three of these active ingredients. 

;'\) 

Proposed Dilution Directions:/ 8-
5 parts water to 1 part~10rse spray· 
l·or more stubborn cases. use 4 parts water to I part horse spray 

Proposed Application Directions: 
Hold spray container 10 to 12 itiChcs away· from coat l(1rbest applic<ltion. 
Repeat as necessary. Apply with clotl1 to the facial area. 
May be llSCd indoors or outdoor. 

2. Russ Jones went thnmgh the Purl 15R da1a requirements for the product. 
Active ingredients: 
Since unregi.stered sources l1fthc active ingrecliems will be used. the registrant 
must address all the applicable TOAl requirements for each active ingredient. 
This testil)g includes product chemistry. physicallchcmieal characteristics. 
toxicology. ecological eJTccts, and \.:nvironmcntal fate. 
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4. 

End-use product: / 
Product-specific testing \vill be required for the physicallchemlc;lcharactcristics 
and acute toxicology. // 

IliA! product chemistry require1R(!r1Js: .....-- ·······-- / 
The registra11t asked whether th~nal~would suffice fOr sumple 
<malysis !Or the rGAl. HPPD agreed that this ww; ncceptuble. 

Toxicology testing on Euwlpytus oil: 
l"hc rcgistra11t noteU t!Jnt repeat dose tnxicnlngy (sub-chronic nnd Uevel(1p111ental 
tn:xicity) had been conducted \\-ith Eucalpytus oil to suppnrt the usc on humans as 
an inset repellent. The registrant asked whether such studies would he required 
for usc on animals. BPPD staff asked E~'J)ree t<J submit a waiver request tOr thes~ 
studies (please refer to the \vaiver request uuached to the Data Matrix Chatt). 
Roger Gm:dner indicated that a waiver request may bc_iustitied sine: the prnposcd 0-:::,.)Q~-~,·-
product \Vtll be 11scd at 111\Jch lower rates th1.1n the IH1man use and w1ll 011ly be \\ €: ~-
used on animals. ,/';(; • c.. '"'v· 

I L\:AV' I ----------...., ?-:!'y< .. . _,, I' 
VI) :J . .__'J, I 

Efficacy testing: if • 

The registrant asked whether efficacy data needed to be submitted since nnly 
animal use was being claimed. RPPD indicated that they would need lu muke this 
dedsiun. 

6. Livestock use 

Roger G;u·dner noted that the livestock use may require a tolcrance/tolcra1.Jc··-e ___ • ..... --······D 
exemption. )tiPPO indicated that they would need to make this decision. ~. 

I--'" ,.--, .'\ 
~,, 

Prnposed Method of Addressing the Part 158 Data Requirements: 
Please rerer to the atlached data matrices for each tll' the three Hcti\'es and the e1Jd-11SC 
prt~di1CL 

Issues needing clariticittion by EPA 
I. Will the Agency need to review eftkacy on Esprec Aloe Herbal Horse Spray? 

2. 

Efficacy data is typicnil)- required tOr insecl repellent. However, these repellents 
arc typically for humam. In this case. the product will be used on hnrses. Thu~. 
\\-e believe that the Agent:)- should not require that efficacy data be submiLLcd. 

!"he registrant is interested in possibly usinJJ this pr<1duct nn hvcstnck. 
v.·cre tu pmsue this use. would there bc·tolcrancc issues? 

lf!hcy 

\ 

Ju 7 7 -C. r+;yv·. l ( l '-:;:, 
0 .c'\ f-= t- r~~ 0L= -,_;;/ l-J ; '-(o. ~---~ t--..lt1J 
-fv..«r JJnlv-/ n---YVteJ (.>_~J fv 'I _. 
t.-J£t.(\_ri.--\l;L{·(FC( {.,'f 1/J-}~£ i~<--...---
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______________________________________________________________ 
 
Page   81__  is not included in this copy. 
 
Pages  _    through      are not included in this copy. 
_______________________________________________________________ 
 
The material not included contains the following type of 
information: 
 
_____ Identity of product inert ingredients. 
 
_____ Identity of product impurities. 
 
_____ Description of the product manufacturing process. 
 
_____ Description of quality control procedures. 
 
_____ Identity of the source of product ingredients. 
 
_____ Sales or other commercial/financial information. 
 
_____ A draft product label. 
 
_____ The product confidential statement of formula. 
 
_____ Information about a pending registration action. 
 
_____ FIFRA registration data. 
 
_____ The document is a duplicate of page(s) _______. 
 
_____ The document is not responsive to the request. 
 
_____ Proprietary information pertaining to the chemical  
      composition of an inert ingredient provided by the source  
      of the ingredient. 
 
_____ Attorney-Client Privilege.  
 
__X__ Claimed Confidential by submitter upon submission to the   
      Agency. 
 
_____ Internal Deliberative Information. 
                                                                 
  
* The information not included is generally considered confidential by product 
registrants.  If you have any questions, please contact the individual who 
prepared the response to your request. 
_________________________________________________________________ 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 
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1518-17 Ph steal!{ 

1: 

1528-1 
I 1s2s~1 

1528-1 

" 

3-11 

i SignatUre 

OGY 

Dermal: 

n;;;;;; 
~ 

eve 
L.EI 

Eve: 

I Acute Avtan Oral 

l Fish toxicitv 

t plants 
1 insects 

TAL FATE 

!3!L._ 
~ 

1. and 

L___ - -----· ~~ ·---~-
EPA f•@m;10 :l(;(C"'JiiEKko•~c 0'<', Paeo '"' '~' ·1'·"'"' 0 S,ob.W' 0<11) P:,;x:· ·,-e'>IOO 

MRID Number I ! 

4: 

41 

41 

4' 

7402,4317941 
7403, 43167101 

316710 
7103 

~ 

41 i 

41 

--

~ Name and Title: 

[Status 

~ 

~g~"off2 

I Note 

(1) 

---m 

(1) 

(1) 

~w=,~,~"~' 

war:ier 
Wa1ver 

1) 

t (2=: 

~ 
l. (2)· 

t (2) 

------r-oate___ -- ·1 
I I 

--~------··--------~· 
.>,g¢"c~ >Morna I Use Copy 
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12 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No 2070-0060 

l 401 M Street. S.W. 

--··-· ----~. ~--,- ---- ---
Paperwork Reduction Acl Notice: The public reporJ;ng burden for this collection ot intormation is estimated to average 0.25 hours per response for registration actiVIUes and 0 25 hours per response tor 
reregistration and special reVlew activities. 1ndud1ng !;me for readmg the instructions and completmg the necessary forms_ Send comments regard1ng the burden estimate or any other aspect ot th1s c.oltteu:tiiom< 
ot ;nformat;on. includmg suggestions for reducing the burden to. Director OPPE Information Management DIVisiOn {2137). US Environmental Proteclion Agency. 401 M StreetS W Washington. OC 20;4601 
Do not send Jhe form to this address 

DATA MATRIX FOR ACTIVE INGREDIENT 

Date EPA Reg No/File Symbol 
Applicanl's/Reglstranfs Name & Address. Product 
Espree Animal Products, Inc. PO Box 3650. Grapevine, TX 76051 Atoe Herbal Horse Sorav 

inmed1ent)s) Oil_ of citronella 
··-------· 

Gu1del1ne Reference Number ___lGuideline Study Name -·------ L MRiD Number I Submitter 

FOOTNOTES 

1 Per pages 28-29 of the 011 of Citronella RED. these generic data requirements have been fulfilled 
2 Per pages 28-29 of the Oil of Citronella RED, these generic data reqwements have been waived_ 

Citronella (CAS Reg. No 8000-29-1). OPP chemical code 021901) is covered by the Oil of Citronella REO 
Page 2-3 pf the RED address the use profile: 

Type of Pesticides- biochemical- insect and animal repellent 
Use Sites. 

Indoor nonfood: Animal treatment- horse-shOw/race/special, pomes 

I Sta\lls 

Indoor residential: human body/clothing while being worn (insect control); skin contact treatment animal treatment (flea collar) 
Outdoor residenf1al. household/domestic dwelling outdoor prem1se use 

I Page 2 ot- 2 

I Note 

Terrestrial non-food+ outdoor residential· ornamental andfor share trees; ornamental herbaceous plants; ornamental woody shrubs and vines 
Target Pests 

bi{ing midges. bit1ng flies. black flies, bugs. cats. deer flies. deer ticks, dogs, face flies, flies. flying insects, gnats, horn flies, horse flies. house flies 
insects. mosquitoes. "no-see-urns", stable flies 

' 

I 
' . 

Formulation Types registered: 
liquid ready to use. impregnates material, pelletedttableted. Impregnated collar/tag 

\ 'Y"·--J ' 
l' ,,., i-" 

( '; -~ 'l Method and Rates of _Application 
Types of treatment hand held sprayer, cloth wipe-on. candle. cartridge. rub-on. scent post application. sprinkle by hand. flea collar 
Method and Rate· vanes 
Timing_ as needed 

Use Practice limitations: None 

\ 
{ l/:..:-·" 

) v' ( t.-

' ''l 
I' \.., ' v' r ;~'J 

f ""'> 
') . ( 

,> t 

·.?___..~\ 

The proposed product will be used a fly repellent to be used on horses. The percent of citronella oil will be 0.75% y\<" '- _ 

Rationale for Waiver Request The use patterns addressed in the RED _l1ncludes a use that is almost Identical the proposed us~ern (horses): how~ver. this. i:s for 
indoor uses and the proposed product also includes outdoor uses_ Please note that tl1e REO does include some outdoor res1dent1a1 uses. Based on this, we believe tth1aft 
the RED adequately protects th1s use pattern. Thus, according to the RED. the generic product chemistry ecological effects, toxicology. and environmental fate dla1ta 
requirements 11ave either been satisfied andfor wa1ver 

L~nature ---.. --·-·--- --·--------~·----·-
erA "'""<3'o70 3'; IS·9/J EI~C<J'ooc >od ~"-'~' '"JSIO··· R''"'latle S"i>n" i ~Ci) l'"~e;-,,,.,,,~0 ---

Name and Title: ---e .. 
-A\i.-ocy ln<;;,,;<;i uS. CopY 

I; 
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---- -··--- ---- -- ------ ----- --~ 

~ UN!TED STATES ENV!RONMENTAL PROTECT!ON AGENCY 
Form Approved OMB No_ 2070-0060 i 

0 401 M Street, S.W. 
WASH!NGTON, D.C. 20460 I 

r------

Paperwork Reduction_ Act Notice: The public report•~g bvrden for th•s collection of Information IS esl•mated lo average 0 25 hours per response for registratiOn act•vi!les and 0.25 hou1s per response for . 
rer_eglslrallon and spec1al revlewactlv1bes. mcl_udmg l•me !or readmg the mstrucl•ons and completing the necessary forms. Send comments regardmg the burden estimate or any olher aspect of lh•s colle<::=\IC. •n 
of mformat•on, 1nclud1ng suggestions f01 reduc•ng I he burden to· D1rector. OPPE Information Management Division (2 f37), u.s Env1ronmental Protection Agency. 401 M Street. S.W .. Washington. DC 20a!60 
Do not send the form to th1s address. 

DATA MATRIX FOR ACTIVE INGREDIENT 

Date EPA Reg No /File Symbol [ Page t of 2_· I 
' Applicant s!Regisl~<~nt's Name & Address-

Espree Animal Prod1.1cts.lnc. PO Box 3650, Grapevine, TX 76051 
Product i 
Aloe Herbal Horse Spray 

lnorediCnt{sl Cedarwood~~- ---' ---
Guldel1ne e mec Guideline Study Name MRID Number ) Submitter Status No<o 

-
61- Product Identity. Composition, and 42319001,42101201, - (1) 

62- Analysis 41549503.42362601. 
42362602. 42319002 

63- Ph sicai/Chemical Pro erties SATISIFIED - (1) 

TOXICOLOGY 
81-1 Acute Oral Toxictt - - Wa1ver Reque~t CC2:) 

81-2 Acute Dermal Toxicity - - Wa1ver Reque!st •0:2~) 

81-3 Acute lnhalation Tox1city - - Wa1ver Reque,st 1(2:) 

81-4 Prima E e lnitation 
Waiver Reque,st (Z!) 

81-5 Prima Dermal Irritation - - Waiver Req1.1e.st (Z) 

81-6 Skin Sensitization - - Waiver Request. (2) 

84-2A Gene Mutation/Ames Test - - Waiver Request:·. (2) 

84-28 Structural Chromosomal Aberration - Waiver Request-.:. (2) · 

84-4 Other Genotoxic Effects - - Waiver Request (::2)· 

ECOLOGICAL EFFECTS 
71-1A Acute Avian Oral Quail/Duck - - Waiver Requoeslll; (:2}• 

71-2B Avian Dieta Quail 
Waiver Requ•es"lt (2)) 

72-1A Fish tox1CiiV- Blue ill -
Waiver Requms·lt ({2:) 

72-1C Fish ToxiCitv- Rainbow Trout - Waiver Requ1es.-;t (.1,2") ' -
72-2A Invertebrate Toxicity - - Wa•ver ReqtAes,t 0:2") I 

' ENVIRONMENTAL FATE 
835.2120/161-1 Hvdrol sis I - Wa1ver Reqwest (2!)1 I 

rsignature 

~5'0-35 ~9 >71 El''.\"0 •eand p;.·r~·. ·.-n,-,;; • _,.,a,i<101~S.;i,-;:,,- oo·y PapO< -;w,·~-1 

_ __Lame and Title: 
1 Date -------.j 

----- ---· ---------,.~o•'•'"''''"c,c,c.,c,c,\u,~ CoPV~-~----
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,--- ~-~------ -~--·--------~-'"" 

Fo<m ;pp,~d OMB No. 20700061· ~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: Tire P>1bhc reporting burden for this collection of mformation IS esllmated to average 0 25 hours per response for reg1stra!lon aclivilles and 0 25 hours per response for 
re1eg,strabon and special review activ1tffis. 1ndudmg time for readmg the instructions am! completing the necessary forms. Send comments regarding the burden estimate or any other aspect of th1s co.llecti,con· 
of 1nformat1on. including suggestions for reduc,ng the burden to. Director OPPE Information Management DIVISIOn (2137) U S Environmental Pro tee lion Agency. 40 t M Street, S W __ Washmglon. DC 2Cil-46ro. 
Oo nol send lhe foJ111 to fh1s address 

DATA MATRIX FOR ACTIVE INGREDIENT 

Date EPA Reg. No /File Symbol 
Appllcant'sJRegistranrs Name & Address Product 
EspreeAnimal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav 

~ tngred1ent{s) Cedarwood ml -----
Guideline Reference Number I Gwdellne Study Name I MRID Number ! Submitter I Status 

FOOTNOTES 

1 Per page 20 of the Cedarw-ood Oil RED, the product chemistry generic data requirements have been satiSfied 
2. Per pages 21-22 of the Cedarwood Oil RED, the ecological effects. toxicology, and environmental fate generic data can be waived. 

Cedarwood oil (CAS Reg_ No. 800-27~9. OPP chemical code 40505) is covered by the September 19g3 Cedai"W'ood Oil RED. 
Pages 2-3 of the RED address the use profile: 

Type of Pesticides_ repellenUfeeding depressant; fungicide 

1 Page 2 O•f 2_ 

I Note 

Use sites indoor residential: domestic dwellings and their contents. pets/animals {presumable cats and dogs) and their living and sleeping quarters 
Target pets. fleas. moths. mildew 
Formulation types registered: 

Ready to use spray- sprayed on an1mal bedding (0 48%) 
Impregnated pet collar tag (0.5%) 
Wood blocks (2-8%) 

The proposed product will be used a fly repellent to be used on horses The percent of Cedarwood oil will be 0.50% 

Rationale for Waiver Request: The use patterns addressed in the RED are slightly different from the proposed product's use pattern. However, both will be used Cllm 
non-humans (pets vs. horses) to repel nuisance insects {fleas and moths vs. flies)- AdditiOnally, the lowest rate covered by the RED is ready to use sprays at 0.48%,__ lim 
the concentrated form. Aloe Herbal Horse Spray contains 0.50% cedarwood o11 According to the product's use directions, this concentrate is then to be diluted witfl a 
minimum of 4 parts water_ Thus. the end use will conta1n 0.129% maximum Based on this, we believe that the RED adequately protects this use pattern. Thus, 
according to the RED. the generic product chemistry data requirements have been satisfied and the ecological effects, toxicology. and environmental fate data 
requirements can be waived_ 

' ' ' i 
i 

1 Signature Name and Title: Date f·l' 
I . 
F • - ---"-------
EPAF..,-"1 ao:o J519-S:, ~loo"c"'candP•o~· ''"'"'-"<MO''"bt& Su'' "' .,.,,,PaP"· -:er.•c~ Aqoncy IF>Iom•l Use Cop~ 
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·--- ~-------··------· ... --·· ·-
!~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Fo1m Approved OMB No 2070·0060 

0 401 M Street, S.W. 

' 
WASHINGTON, D.C. 20460 

Pcperwork Reduction Act Notice The public reportmg burden for thrs collect ron of rntormat•on is est•mated to average 0 25 hours per response for registrat•on activlt•es and 0 25 hours per response for· 
oereg•stration and special review activ~•es. including Ume for reading the mstructions and completing the necessary fonns Send comments regarding the burden estimate or any other aspect of this collle>c::t·.io··n 
of mforrnat1on, includrng suggestions rorreducing the burden to Director OPPE Information Management D•vrsron (2t37) U S. Envrronmental Protection Agency 40 t M Street. S.W Washington. DC 2Cl4000 
Do not send the fonn to this address 

DATA MATRIX FOR ACTIVE INGREDIENT 

Date EPA Reg. No /File Symbol I Page i oF2 
Applicant'sJReglstrant's Name & Address: Product 
Espree Anlma~!J:Odu~lnc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lngredrent(s( Eu·C~ptus du ) 
·-

G~Jdeflne ReferenceJ::t~Jmbel"""' Guideline Study Name ) MRfD Number ) Submitter ··-n;;·-- I Note Status 

61· P~~5ct Identity, Composition, and 
! 62- Ana sis 

63- PhysicalfChemJcal Properties 
TOXICOLOGY 

81-1 Acute Oral Toxici . . Waiver Requeso:t: a: t J 
81-2 Acute Dermal Toxic it . . Wa1ver Reques;'l: (t1 ) 

81-3 Acute Inhalation Toxtc1t . . Waiver Request. 0:1 ) 

81-4 Pfimarv Eve Irritation . . Waiver Request: o;1 ) 

81-5 Primary Dermal Irritation . . Waivet Req1fes1. 0:1 } 

81-6 Skin Sensitization . . Warver Reqoesh 0:1 ) 

84-2A Gene Mutation Ames Test . . Waiver Requesott ((t) 

84-28 Structural Chromosomal Aberration . . Waiver Requesott (1 ) 

84·4 Other Genotoxic Effects . . Waiver Reque:stt (1•) 

152-11 Re eat dose 14-da . . Warver Request! 1(2:) 

152-23 Teratogenicity . . WaNer ReqJest: 1(2:) 

ECOLOGICAL EFFECTS 
7HA Acute Avian Oral Quail/Duck Waiver Request: o(1·) 

71-2A Avian Dietary Quail Warver Request! •(11) 

72-1A Fish toxicity- Blu~_gill Waivet Request! •t11) 

72·1C F1sh Toxtclty- Rainbow Trout Warver Request! •t11) 

72·2A )nvertebrate Toxicit Wa1ver Request1·111) 

ENVIRONMENTAL FATE 
161-1 H dro sis Warver Requ~est! (t') 

Signa1ure Name and Title: 

OPA Fen• 80'·:-~5 •i'·~i' El•>.'lro~.; a. <l P,ca· ".:;;,_,. ' ~·.·a~l-;ble S_,.,, ""'< Pap~ ·-e~> .. , 

--· I~:te 
A.geoo11n1er,al Uso Cupy 

~ 
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I 
·--- -- ---- -- ----- -----~- ··-----~----····· ·-- --- ·- --- ·--- ·-- ------- - ·-----. ---- -- --- -----

.n. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice The publ1c repo1tmg burden for th•s collection of •nformation1s estomated to average 0 25 hours per response for registration activities and 0.25 hours per response fou 
rereg1strollon and spec1al review activ1bss. mcluding time for reading the mstrtiC!IOflS and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coll~,ctticom 
of inforrr-ation. mcluding suggestions for reducmg the burden to_ Director QPPE lnforma!ion Managemen! DiVISIOn t2 t37). US. Enwonmental Protection Agency, 401 M Street. S.W Washmgton. DC 2!()4.ai0 
Do not s.and the form to this address 

DATA MATRIX FOR ACTIVE INGREDIENT 

Date EPA Reg. No /File Symbol 
Applicaofs/Reg•slranrs Name & AddJess- Product 
EspreeAnimal Products, Inc. PO Box 3650, Grapevine, TX 76051 . 

Aloe Herbal Horse Spray 

lngredle""lt!s)· Eucalyptus Oil t::"-----~-Gutdehre ~_:_~~~nee Number I Guideline Study Name _____ ~_'? __ f\jum~---- Submit!~!- --- ---
I' statu_, _________ 

FOOTNOTES 

1 Per pages 63 and 64 of the Flower and Vegetables Oils RED, the ecologiCal effects. toxicology. and environmental fate generic data can be 
waived_ 

2. Waiver requested since the proposed end-use product will be for non-human use 

Eucalyp:us oil {CAS Reg No. 8000-48-4, OPP chemical code 40503) is covered by the December 1993 Flower and Vegetable Oils RED. 
Page 7 of the RED addresses the use profile: 

Type of Pesticide: repellent and insect feeding depressant 
Use Sites: pets 
Target pests: fleas 
Formulation types registered·. impregnated mater·lal (collar) 
Method and Rates of applicatiOn 

Equipment - by hand 
Method and Rate- up to one ounce per anima! 

Timing- as needed 
Use Practice Limitation. none 

Product covered by RED IS end-use product at 1 00%. 

The proposed product will be used a fly repellent to be used on horses. The percent of Eucalyptus 011 will be 0.378%. 

1 Page2of ~ 

]N"' 
-----

Rationale for Waiver Request The use pattern addressed in the RED is slightly different from the proposed products use pattern However, both will be used on mJmn
humans (pets vs. horses) to repel nuisance insects {fleas vs. flies)_ Further the RED covers end-use products rates at 1.00%. In the concentrated form_ Aloe Herbal! 
Horse Spray contains 0 378% eucalyptus oil According to the product's use directions. th1s product is then to be diluted with a minimum of 4 parts water. Thus. thte- oencd 
use will contain 0 095% maximum_ Based on this. we believe that the RED adequately protects this use pattern. Thus, according to the RED, the genenc ecologica•l 
effects. toxicology. and environmental fate data reqwrements can be wa1ved 

NameandTit!e: Date- --= 
COCCoefCoC·CoCeC'7"'''''C,C;C,O.C,fc<,C,,,C,,C,C,C,C·C"eeC.,OC,C,C,c,C.,C.,C,c ... C,C,,C"O';<'C .. co>,C,>,C,C,,cc,C,;wC,C,;,;oo;;;---------------------'-----------------~-- Agm•cyl•n~rnoiU5~Copy 

r Signature 
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------ -·--- --- ----~------· ·--·-··----.,.. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction AC1 Notice_ The public reporting burden for thiS collection of 111format10n is estimated to average 0.25 hours per response for regiStration act1vit1es and 0 25 hours per response f<lm 
reregistration and spec• a I rev1ew activ1tres 1ncludmg t1me for reading the Instructions and completing the necessary forms Send comments regarding the burden estimate or any other aspect of this cotllrect110r1 
of 'Information mdud1ng suggestions fm reducing the burden to: Director. DPPE InformatiOn Management DiV1S'1on {2137) U S. Environmental Protect•on Agency. 401 M Street. S W . Wasll•ngton. DC ::2'0<450!. 
Do not send the form to this address. 

DATA MATRIX FOR End-Use Product 

Date EPA Reg No /File Symbol 1Page1o•1 

Applicant sfReg•strant·s Name & Address. Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 

Aloe Herbal Horse Spray 

lngredle'-i'is}- Ci'tronetla Oit, Ceda!W;od Oil, Eucatyp1us Oil .) . 
Guidel•ne Reference ; u e •ne StuQy Name MRID Number Submitter Status Note 

151 Product Identity. Composition. and To be submitted 
Analvsis 

63- Ph sicai/Chemical Pro erties To be submitted 
TOXICOLOGY 

152-10 Acute Oral Toxicity To be submitted . 
152 11 Acute Dermal Tox1city . To be submitted . 
152-12 Acute Inhalation Tox1city . To be submitted . 
152-13 Prima E e Irritation . To be submitted . 
152-14 Prima Dermal lrritation . To be submitted . 

152-15 Sktn Sensitization . To be submitted . 
EFFICACY 

96-9 I Product Performance . I To be dete1mined . 

FOOTNOTES --·--.. ~----- _, ------ "'--~--- f 

t?.f ·' . (?:.. ' 
.. --~ 

.,., 
' I 

1

1 

Name and Title: Date ~ 

c~~~~ -·~ , --- ___, 
EPA fm<r 80 -~ 3o 1~·9-'1 ~l,ct>on.o ~ .0 r~""' ""_,;;-' a:"'"ble Sub"''' O<>ly Pop;- ·'"'' o-J Agency lnlomal UM Copy 

Signature 
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Todd, 

Roger 
Gardner/DC/USEPA/US 

to/05/2006 02:38 PM 

To Todd Peterson/DC/USEPNUS@EPA 

ee 

bee 
Subject Re: Fw: Espree Aloe Herbal Horse SprayL'J 

The answer to the first question is, we would need efficacy data if the label claimed to repel public health 
pests. 

There might be tolerance issues, but that would create the need for additional data For example, we 
would need a subchronic toxicity study by the oral route for the TGAI and a developmental toxicity study 
with the TGAI to satisfy FQPA requirements for risk assessment (i.e., find an oral toxicity endpoint on 
which to base a risk characterization). We would also need to do a secondary residue study to determine 
the likely residues In meat and milk. These data could be waived if the registrant would be able to 
demonstrate no toxicity endpoints (i.e., the two tax studies show no effects at limit doses usually of 1000 
mg/kg/day) or show that there would be no likely residues because the a.i. would not be absorbed through 
the skin of treated livestock. The nvestock use would open up a much more rigorous set of data 
requirements that would probably be very expensive and take a couple of years to complete 

If you want specifics, we can spend more time on it 

Roger 

Todd Peterson/DC/USEPA/US 

Todd 
Pete rson/DC/U S EP AJUS 

10/05/2006 11 :36 AM 

Russ and Roger (and Linda), 

To Roger Gardner/DC/USEPNUS@EPA, Russell 
Jones/DC/USEPNUS@EPA 

cc Linda Hollis/DC/USEPNUS@EPA 

Subject Fw: Espree Aloe Herbal Horse Spray 

I promised to pass these documents along for our review as a follow up to the pre-registration meeting 
with Lewis and Harr'1son in conjunction with the Espree product 
I have left copies [of the attachment that you'll find belowJ on your chair (Russ and Roger). I told 
Catherine Rice I'd do this today with the hope of getting any comments back by mid week next week Late 
next week is fine, too. I know I'll get a call sometime late next week on this. 

I have a better copy of the label which I can send to you or make a copy for you 

Best Regards, 

Todd Peterson, Ph.D 
Biologist 
USEPA, OPP, Biopesticides and Polluf1on Prevention Division 
703-308-7224 
---·· Forwarded by Todd Peterson/DC/USEPAJUS on 10/05/2006 11:34 AM -----

Catherine Rice 
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i Meeting Sign~In Sheet 
Chemical: CHr" .~.<· / LU\?v\irf'd ,X/ /[vc~Lyrrf.J o :L 
Date: _!/_! .J':i,_/ _Q_ b 
Time: Q.-l"ll'\ 

Name Affiliation Phone 

<foJ.J. f e-1'</J.f"""' fif'A lf?f(i /) 7 ,:,) T"·J' '/2 c.'! 

£ L..ru1 -/fevl'ts.>-..1 t.. -t H I~""'"'~-+,,., 4'r<-c L<>L-J11-Jrd:t 

fl.. Dqt.r G-Ar I Ef'A-18 'YblBif1 J 1703 ~ 
t·fi Ktce ' ' . 

&\ vtll L' i-1 I r[l"' ••>• ' "'' £sr 'fe -; ('-'"' :?'7 3--_ ~''iV 
' < ' • ;...-, }?--.._// 

L tJd:l_ t-k /l<v\ E?PA ~ i)PGJb 
j 

'7D3 -3D'O · £YI3j 

Individuals on Conference Line· . 
iZ.; I ( o.{ ( 'J """"-( et'tt /6 Pf'D 

\T<rr-h"' 'J""'-<-J e)/}¥<!.<-

'B ;Lc undo EsovJJP ...._._ v'---" 

S1gn!nSheet.wpd 
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Todd: 

The number is 304/728-4365 
RussellS. Jones, Ph.D., Senior Biologist 

To Todd Peterson/DC/USEPA/US@EPA 

bee 

Subject 
Re: Pre-Registration meeting ... refresh my memory ... what 
phone number do we use for you? I'll call you at 2PM (eom) 
L'l 

Chair, Biochemical Classification Committee 
Biochemicals Branch Science Team Captain 
Biopesticides & Pollution Prevention Division (7511 P) 
'Office of Pesticide Programs 
U.S. Environmental Protection Agency 
2227 South Crystal Drive 
One Potomac Yard, 8th Floor 
Arlington, VA 22202 
Ph: 703/308-5071 
FAX: 703/308-7026 
jones.russell@epa.gov 
V1slt http://www.epa.gov/pesticides 

-----Todd Peterson/DC/USEPAIUS wrote:-----

To: Russell Jones/DC/USEPAIUS@EPA 
From: Todd Peterson/DC/USEPAIUS 
Date: 09/14/2006 09:08AM 
Subject: Pre-Registration meeting ... refresh my memory ... what phone number do we use for yolf? I'll 
call you at 2PM (earn) 

Best Regards, 

Todd Peterson, Ph.D 
Biologist 
USEPA, OPP, Biopesticldes and Pollution Prevention Division 
703-308-7224 



______________________________________________________________ 
 
Page   96_  is not included in this copy. 
 
Pages  _    through      are not included in this copy. 
_______________________________________________________________ 
 
The material not included contains the following type of 
information: 
 
_____ Identity of product inert ingredients. 
 
_____ Identity of product impurities. 
 
_____ Description of the product manufacturing process. 
 
_____ Description of quality control procedures. 
 
_____ Identity of the source of product ingredients. 
 
_____ Sales or other commercial/financial information. 
 
_____ A draft product label. 
 
_____ The product confidential statement of formula. 
 
_____ Information about a pending registration action. 
 
_____ FIFRA registration data. 
 
_____ The document is a duplicate of page(s) _______. 
 
_____ The document is not responsive to the request. 
 
_____ Proprietary information pertaining to the chemical  
      composition of an inert ingredient provided by the source  
      of the ingredient. 
 
_____ Attorney-Client Privilege.  
 
__X__ Claimed Confidential by submitter upon submission to the   
      Agency. 
 
_____ Internal Deliberative Information. 
                                                                 
  
* The information not included is generally considered confidential by product 
registrants.  If you have any questions, please contact the individual who 
prepared the response to your request. 
_________________________________________________________________ 
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EPA: Plant Oils Fact Sheet Page 1 of4 

U.S. Environmental Protection Agency 
' 

Pesticides: Biopesticides 
8_ec_EtotAQ.ditiQo_s 1 C9Qtact_U_s 1 f:!.i[l_t_y_er~io_o Search: 

EPA Home> Biopesticide Active Ingredient Fact Sh_eels >Plant Oils 

Ingredient Fact Shee" Plant Oils Fact Sheet 
Registration Tools 

Plant Incorporated 
Proteclants {PIPs) 

Note: See _T_a_ble for Links to Additional Information 
abou/ S ecific In redien/s 

SUMMARY 

The plant oils described here (see Table) are complex mixtures of 
substances made by plants. Oils such as lemon, orange, and anise give 
fruits and seeds their characteristic odor and taste. The oils are used as 
pesticides to repel certain animals and insects, and to kill certain insects. 
When used as pesticides, these oils do not present any known risks to 
humans or the environment. 

Issued: updated 7/0 t to add Methyl salicylate and mint 

I. DESCRIPTION OF THE ACTIVE INGREDIENT 

Plant oils are mixtures of natural substances that come from various parts of plants, 
such as flowers, fruits, and wood. They are responsible for the distinctive odor or 
flavor of the plant they come from. As examples, the different oils produced by 
oranges, lemons, and mustards give these foods their characteristic smell and 
taste. See: Table for llst 

Each of these plant oils is a complex mixture of chemicals that volatilize and enter 
the air easily. 

The exact amounts and kinds of chemicals in the oils determine their characteristic 
odor. Many of the volatile chemicals are found in more than one type of oil. 

Sometimes the chemicals ln the oil, as well as the oil itself, are registered (licensed 
for use) as pesticide active ingredients. It is also fairly common for two or more oils 
to be used in the same pesticide product. 

II. USE SITES, TARGET PESTS, AND APPLICATION METHODS 

Use Sites: Many outdoor and indoor sites. See Table for specifics. 

Uses: 
1) Repel dogs, cats, and some wildlife such as squirrels and 

gophers 
2) Repel and/or kill insects and related species such as mites and 

millipedes. (See Table for specifics.) 

Application Methods: These oils can be applied and used as liquid 
sprays, crystals, gels, and pellets, and by impregnating material, such 

http://www. epa. gov/ oppbppd 1/bi opesti ci des/ingredi ents/factsheets/factsheet n lant ~oils. htrn 9/14/2 006 
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as posts. Other variations are also used. 

Ill. ASSESSING RISKS TO HUMAN HEALTH 

No adverse effects to humans are expected from use of these substances in 
repellents and insecticides. Most of these oils are found in common foods, and 
many are approved as food flavorings by FDA. [Note: Methyl salicylate (oil of 
wintergreen) can be toxic in large quantities.] 

IV. ASSESSING RISKS TO THE ENVIRONMENT 

No risks to the environment are expected from use of these oils In pesticide 
products. There Is some concern about exposure of birds to pellets containing oil of 
mustard, but the concentration of active ingredient is considered too low to cause 
adverse effects. 

V. REGULATORY INFORMATION 

See Table. 

VI. REGISTRANT INFORMATION 

Many companies have received registrations for pesticide products thai contain 
plant oils. 

V!L FOR FURTHER INFORMATION, CONTACT 

Brian Steinwand 
Biopeslicides and Pollution Prevention Division (7511 C) 
Office at Pesticide Programs 
Environmental Protection Agency 
1200 Pennsylvania Avenue, NW 
Washington, D.C. 20460 

Phone: 703-305-7973 (or 308-8712) 
Fax: 703-308-7026 

e-mail: steinwand.brian@epa.gov 

DISCLAIMER: The information in this Biopesticide Fact Sheet Is a summary onty. 
Consult the person listed above or the Biopesticides Web Site for more information. 

SUMMARY OF INFORMATION FOR PLANT OILS THAT ARE PESTICIDE 
ACTIVE INGREDIENTS 

PLANT OIL ACTIONS ON REGISTRATION/ 
(No. of TARGET OPP# REREGISTRATION 

Products) USE SITES PESTS (CAS#) (YEAR) 

Anise a (1) Ornamental Repels dogs 004301 1952/1993 
plants, lawns and cats (8007-70-

~9029 Bergamot a Ornamental iRepels dogs 1972/1993 
(2) plants, homes, and cats (8007-75-

garbage cans 8) 

Canol a b (3) Food crops, Kills insects 011332 11998 I 
http://www .epa.gov/ooobood 1/biooesticides/inl!redient<;/factsheets/f::~c.t_sheet nll'lnt-ni Is htm Q/1 4/7fl(lh 
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ornamental (1 0962-
plants, 03-0) 
houseplants 

Castor (5) Ornamental Repels dogs, 031608 1947/1994 
plants, lawns, cats, wHdlife (800 t-79-
garbage cans such as 4) 

moles, deer, 
rabbits, 
squirrels 

Cedarwood a Mothproofing Repels larvae 040505 1960/1993 
(1) of clothes (800-27-9) 

moths 

C_itr_one_lla ab 1) Humans t) Repels 021901 1948/1997 
( >30) and their insects and (8000-29-

clothing, ticks 1) 
homes, 
outdoor areas 2) Repels 

dogs and cats 
2) Ornamental 
plants, 
garbage 
dumps 

Eucalyptus a Cats, dogs, Repels mites; 040503 1948/1993 
(4) humans and Repels (8000-48-

their clothing, specified 4) 
homes insects, 

including fleas 
and 
mosquitoes 

Jojoba b (2) All crops Kills/repels 067200 1996 
[Note: May whiteflies on 

work as all crops. Kills 
physfca/ powdery 
barrier] mildew on 

grapes and 
ornamentals 

Lavandin (2) Homes, Repels 040500 1996 
especially clothes moths (8022-15-
closets, 9) 
drawers, 
clothes 
storage 
containers 

Lemo.ngrass Ornamental Repels dogs 040502 t962/1993 
'(2) plants, ahd cats (8007-02-

garbage 01) 
dumps 

Methyl Ornamental Repels dogs, 076601 1972 
salicylate (5) plants, indoor cats, moths, (119-36-8) 
[Notes: Also and outdoor beetles Rl;'[) 
called oil of residential (73kb) 
wintergreen; sites (induding (PDF) 
maybe toxic clothing), 

in large garbage 
I auantities] dumps. 

Mint(1) Ornamental Kills aphids 128800 2000 
plants in ponds on plants (8006-90-

http://www. epa. go vI o pp bppd 1 Jbiopesti cides/ingredi en ts/factsheets/factsheet o I ant -oi I s.htm 9/14/2006 
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lwith or without (used with 4) 
I fish thyme herb} 

Mustard a Homes, 1) Repels 004901 1962/1993 
(11) rnamental dogs, cats, (57-06-7) 

[Note: Also I ants, wildlife such 
known as garbage cans as deer and 

allylisothio~ raccoons 
cyanate] 

2) Repels and 
kills insects, 
spiders, 
centipedes, 
etc. 

Orange a(2) ~rnamental Repels dogs 040517 1972/1993 
lants, homes, and cats (8008-57-
~arbage 9) 
Jumps 

Soybean a(2} ood and feed Kills mites. 031605 1959/1993 

Notes: 

reps, Kills beetles (8001-22-
rnamental and other 7) 
lants, indoor Insect pests 
nd outdoor 
ites 

1. This table does not necessarily describe all plant oil active 
ingredients. 
2. There is more detailed information available for most of these oils: 

a Reregistration Eligibility Decision document. Go to the 
following web site to find documents on "Flower and 
Plant Oils;" "Cedarwood Oil;" "Citronella" 
http://cfpub.epa.gov/oppref/rereg/status.cfm? 
§>_b_Q_W_::_[efj:!Q 
b Blopestlcide Fact Sheet. 

!;PA Hqme 1 Privacy and Security Notice I C_o_nlact Us 

Last updated on Wednesday, August23rd, 2006 

Page 4 of 4 

I 

URL: hltp://www.epa.gov/oppbppd1/biopesticideslingredients/factsheets/factsheet_plant-oils.htm 

http://www. epa. gov I o ppbppd 1/bi opesti ci des/ingredients/ factsheets/factsheeLplan t-oils .h tm 9 I 14/2 006 
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Registration 

Reregistration 

Pesticide-Producing 
Estab!i$hmBnts 

Laws 

International Issues 

Adverse Effects 
Reporting 

Storage & Disposal 

Restricted & Canceled 

Pesticide Tolerances 

Regis!r;;,tion 
!nformaUon Sources 

U.S. Environment/Ill Prot•ction Ag~tnc.!" 
Pesticides: Regulating Pesticides 
B_ecent_A_Q_d)!ions 1 CQoJacJ_L!s 1 ~r)rlt_YJ>\Si_on Search: ~ 
EPA Home> Pesticides> Regulating Pesticides> Registering Pesticides> Regulating Biopesticides,. 
Biopesticide Active Ingredient Fact Sheets> Citronella (Oil of Citronella) (021901) 

Citronella (Oil of Citronella) (021901) Fact 
Sheet 

II Fact jjTechnicaill, ~II, . ,.,jjReguli>loryjj FR 11~:-- · h"ll IL Sheet JL Doc !IJ?:r_q_d_\.!C_I$!1Reg!.!l:Wmt~ll. Act;vity II_ Notices IJBmhograp 'yll 

SUMMARY 

Oil of Citronella has been used for over 50 years as an insect repellent 
and as an antmal repellent It is found in many familiar insect repellent 
products: candles, lotions, gels, sprays and towelette wipes for use on 
clothing and people. These products repel various insects, some of 
which are public health pests, such as mosqultoes, biting flies and fleas. 
When used according to the label, citronella products are not expected to 
cause harm to humans, pets or the environment. 

Issued: 11/99 

L DESCRIPTION OF THE ACTIVE INGREDiENT 

Oil of Citronella is a volatile, liquid all derived from dried cultivated grasses. It works 
by repelling animals and insects without harming or killing them. It has a distinctive 
odor, wh'lch repels certain animals. 

II. USE SITES, TARGET PESTS, AND APPLICATION METHODS 

Use Sites: 011 of Cttronella is used on humans and their clothing to 
repel insects. In tablet or pellet form it is also used in recreational 
areas, outdoor household areas, and around trees and shrubs. 
Animal collars and tags containing citronella are used on pets and 
other domestic animals to repel fleas and ticks. 

Target pests: Repels various specific insects including mosquitoes, 
black fltes, fleas, and ticks. 

Application Methods: Products containing Oil of Citronella are 
applied in various ways: 

1. Liquid products are sprayed or applied by hand (cloth 
wipe-on) on skin or clothing. 

2. Citronella is also used in solid products such as 
candles, cartridges, and rub-on products. 

3. It is used in flea collars for cats and dogs. 

http://www.epa.gov/oppbppd l/biopesticides/ingredients/factsheets/factsheet_02190 l.htm 9/14/2006 
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II. ASSESSING RISKS TO HUMAN HEALTH 

In studies using laboratory animals, Oil of Citronella shows little or no toxicity. The 
only concern is skin irritation. Because some products are applied to human skin, 
EPA requires proper precautionary labeling to help assure safe use. Therefore, if 
used according to label instructions, citronella is not expected to pose health risks 
to people, including children and other sensitive populations. 

Oil of Citronella has been used extensively since 1948 without any reports of 
adverse effects of concern. 

IV. ASSESSING RISKS TO THE ENVIRONMENT 

Based on laboratory animal studies, Oil of Citronella poses minimal or no risks to 
wildlife. Because of the low toxicity and limited uses of Oil of Citronella, it is not 
harmful to the environment. No adverse effects are expected for use around the 
home. 

V. REGULATORY INFORMATION 

Registered (licensed for use) in 1948. 

Number of products: 3t (September 1999) 

Oil of Citronella is considered so unlikely to cause harmful effects that some 
citronella products are exempt from the usual regulation. However, registration is 
required for those products that do not meet the criteria for exemption (for instance, 
they contain other ingredients that EPA has not classified as minimal risk). 

VL PRODUCTS FOR USE AGAINST PUBLIC HEALTH PESTS 

EPA defines a public health pest as any organism that can cause or transmit 
human disease, or can cause human discomfort or injury. E~amples include fleas, 
mosquitoes, ticks, and biting flies. To help protect the publicA's health, EPA 
requires registrants of products used against public health pests to prove the 
product meets specific standards for effectiveness as well as for safety. The 
products currently registered with Oil of Citronella as the active ingredient for use 
against public health pests, such as mosquitoes, ticks and fleas, have met the 
applicable standards. 

VII. PRODUCER INFORMATION 

Many companies produce Oil of Citronella and products containing Oil of Citronella. 

VII. FOR FURTHER INFORMATION CONTACT 

Brian Steinwand 
Biopesticides and Pollution Prevention Division (7511 C) 
Office of Pesticide Programs 
Environmental Protection Agency 
1200 Pennsylvania Avenue, NW 
Washington, D.C. 20460 

Phone: 703-305-7973 (or 308-8712} 
Fax: 703-308-7026 

http://www .epa.gov/oppbppd 1/biopesticides/ingredi ents/factsheets/factsheet 02190 l.htm 9/14/?00/i 
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e-mail: steinwand.briao@_epa.goy 

DISCLAIMER: The information in this Pesticide Fact Sheet is a summary only. 

F:wblicationlll Glo_ssary 1 A_-z l_n_de;.:: I Job;> 

EPA Home 1 Privacy and Security Notice 1 Contact Us 

Last updated on Tuesday, May 2nd, 2006 
UAL: http:/fwww.epa.gov/oppbppdt !biopesticideslingredientslfactsheetstfactsheeL 02 t 901. htm 

htto:/ /www .eoa. gov/ooobood 1/bionesticide.<>/in!:!redients/f~ctshP.P.h:/fHr.tshP.P.t m 1 QO 1 htm Q/14/?001'\ 



______________________________________________________________ 
 
Page   _  is not included in this copy. 
 
Pages  106   through  116    are not included in this copy. 
_______________________________________________________________ 
 
The material not included contains the following type of 
information: 
 
_____ Identity of product inert ingredients. 
 
_____ Identity of product impurities. 
 
_____ Description of the product manufacturing process. 
 
_____ Description of quality control procedures. 
 
_____ Identity of the source of product ingredients. 
 
_____ Sales or other commercial/financial information. 
 
_____ A draft product label. 
 
__X__ The product confidential statement of formula. 
 
_____ Information about a pending registration action. 
 
_____ FIFRA registration data. 
 
_____ The document is a duplicate of page(s) _______. 
 
_____ The document is not responsive to the request. 
 
_____ Proprietary information pertaining to the chemical  
      composition of an inert ingredient provided by the source  
      of the ingredient. 
 
_____ Attorney-Client Privilege.  
 
_____ Claimed Confidential by submitter upon submission to the   
      Agency. 
 
_____ Internal Deliberative Information. 
                                                                 
  
* The information not included is generally considered confidential by product 
registrants.  If you have any questions, please contact the individual who 
prepared the response to your request. 
_________________________________________________________________ 
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DATA PACKAGE BEAN SHEET 
Date: 04wApr~2007 

Page t of 3 

* * * Registration Information * * * 

Registration: 66963-1- ALOE HERBAL HORSE SPRAY 

Company: 66963 - ESPREE ANIMAL PRODUCTS, INC 

Risk Manager: AM 91 • Driss Benmhend- (703) 308-9525 Room# PYI S-8955 

Risk Manager Reviewer: Todd Peterson TPETERSO 

sent Date: ----- Calculated Due Date: 14-Jun-2007 

TYPe of Registration: Product Registration- Section 3 

Action Desc: (867) NEW PAODUCT;NON-FAST TAACK;MICROBIAUBIOCHEMICAL; 

Decision #: 373758 
DP #: (338682) 

PRJA 
Parent DP#: 

Edited Due Dale: -----

Ingredients: ~S~ee'-'"pa~g~e~3'--------------------------

* * * Data Package Information * * * 

Expedite: 0 Yes e No Date Sent Q4..Apr-2007 Due Back: -----

DP Ingredient: ~s~e~e~p~eg~e~3'--------------------------

DP Title: Product Chern and Tox 6 Pack 

CSF Included: e Yes Q No label InclUded: • "ves Q' No Parent DP #: -----

Assigned To Date In Date out 

Organizatlon:~B~P~P~D~/~B~P~Bo_ ______ _ ----- Last Possible Science Due Date: 14-Feb-2007 

Team Name: __________ _ 
Science Due Date: -----

Reviewer Name: ___________ _ Sub Dala Package Due Dale: -----

Contractor Name: ___________ _ 

* * * Studies Sent for Review * * * 
Printed on Page 2 

• • • Additional Data Package for this Decision* • * 
No Additional Data Packages 

* * * Data Package Instructions * * * 
Product chemistry and Tox six pack for old aclfve ingredients fn new end use product. Please review data packages attached, CSF and related 
label language in relation to submitted data. 
Todd Peterson 703-308-7224 
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Request for Work (Administrative) 

E.P .A. Name (please circle): HE_~ BPP~~imicrobials, AEGL or FDA 

Toxicology and Hazard AssessmerrfReviewer's Name: LEwis 
Assignment No. (if available): Dl-o33 
Locationoffile:N:\derrptl /(w~ S \ '-/70 ;c03o/.doc 

Location of your personal file on computer in case we need access to this file in your 
absence: 
Due date: '/{! o 
(PLEASE CHEC WITH BOB FOR PRJORJTY DATE) 

Please attach a copy of the work assignment form to this fonn before giving me your 
documents. Files should be copied to theN: drive in your directory. 
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- .... ' .. , 

BPPD WORK ASSIGNMENT #07-033 
ORNL lAG #89939652-01 

Date Mailedi AprillO, 2007 

PRIA Due Date: April 30, 2007 

!. Oak Ridge National Laboratory (ORNL) shall independently review the stndies identified 
below and prepare for each stndy a Data Evaluation Record (DER). In addition to its 
scientifi,c expertise, the ORNL shall use the appropriate OPP Test Guidelines, science policy 
documents and other guidelines and materials provided to ORNL for the purpose of training, 
orientation and guidance concerning the preparation ofDERs under the lAG. 

2. For technicili!scientific questi9ns- that cannot be resolved by the ORNL without input from 
BPPD science staff, the ORNL shall contact: 

3. MRIDs and Stndies for this work assigmnent are as follows Todd Peterson 305-7224 

EPA Reg. No. 
Product Name: 
Ingredients: 
Company: 

Company: 

DP Barcode 

338682 

Total Est. Hours 

66963-I 
Aloe Herbal Horse Spray 

Espree Animal Products 
. 

MRID# 

470293-01-02-03-" lf 

4 7029 3-05-06-07-08-09-
10 

N0-04 I 

StodyType Est Hours 

Product -3{1-- 'f 0 

chemistry 
Toxicology 30 

. 60 

3 Transmittal dates for the First Draftofthe DERs to BPPD shall conform generally to the 
A Working Days@ specified inORNL Proposal #1834-S511-Al. The Work Assigmnent 
Manager will review the proposed Transmittal and Due Dates and negotiate a mutually 
acceptable schedule for EPA aod ORNL for delivering the first draft oftheDERs. For 
research reports that do not include estimated hours, please notify the Work Assignment 
Manager with and questions or hour estimates. 

-
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Request for Work (Administrative): ~lf'f"P 
/ - ' 

KPA Name (please circle): HED, RPPD, Antimicrobials, AEGL or FDA , 

Toxicology and Hazard Assessment Group Reviewer's Name: ~hang ) 
' / -) .--__ ' ,,/ 

Assignment No. (if available): 'j ; __ , 

- ' -Location of file: N:\derrpt\chang\ t:·. '',/ )~~:- > ~ _ . -:, 
Location of your personal file on computer in case we- need access to this file in your absence. 
C:IDER\ \ 

Due date: c 
(PLEASE CHECK WITH BOB FOR PRIORITY DATE) ' 

~ 

Charge Account: 7240 7241 7239 7244 115! c 1392 ) 
, 

Confidential Statement included: yes no 
, ___ ' " 

Please attach a copy of the work assignment form to this form before giving me your documents. 
Files should be copied to theN: drive in your directory. 
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*Inert ingredient information may be entitled to confidential treatment*
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1. There are two lines under the product name that are redundant and can be combined. 
The two statements "Fly Repellent" and "Repels Flies, Gnats, B:Hd Mosquitoes" can be 
combined into a single product claim. 

2. The statement "1 :5 Concentrate" may confuse end users. The original label shown to 
the Agency at the pre-registration meeting says "Concentrate 5: I.'' The Agency suggests 
placing the word "Concentrate" just after the product name and then allow users to read 
how to dilute the concentrate when reading the directions for use. 

3. Ingredients Statement: Please align listed percentages by the decimal point. 

4. On page 2 in the first paragraph you state "effective'' and "long lasting" to 
characterize the product's performance. The Agency has no product performance 
data from you to support these statements. The end user has no means to understand 
what "effective" and "long lasting" means. Further, the directions for use do not 
indicate how often the product needs to be applied. 

Unless and until you submit data to indicate how long the product lasts, the label 
cannot use these claims. 

5. Delete "Made with human grade ingredients." This is a potentially false or 
misl earling statement. 

6. Spray containers may vary from hand held sprayers to larger spray units that may 
be available to the end user. The Agency recommends that the label be more 
detailed in this regard. In relation to the direction to hold the spray container I 0 
to 12 inches from the coat, do you intend the product to be misted or to drench the 
fur of the horse? If a mist or a drench, to so stipulate will allow the end user to 
know they have provided sufficient coverage no matter what differences there 
may be when using different types of spray containers. 

7. How does one determine a case when the pest pressure is a "more stubborn case," 
as indicated in the dilution directions? Perhaps stating "When pest pressure is 
high, use a dilution of 4 parts water to I part Aloe Herbal Horse Spray." 

8. First Aid: Reorder by moving If in eyes to top. Add hotline number as per LRM. 
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ALOE HERBAL HORSE SPRAY 
\ ~FlyRepellent ,~ 

/ r _ ~r s:J ... ----:::::::_,a?(coac.en1rll.te--:::> - \ 
~ e._. R~pei~~naT~;~.IM.osc]tiH<>e:s~ ~ 

Contains Aloe Vera, Sunscreen and Coat Conditioners 
/3ZFioz. (946 ml)) 

Active Ingredients: 
Citronella Oil 
Cedarwood Oil 
Eucalyptus Oil 

Other Ingredients: 
TOTAL: 

' Oj75% 
Oi.SO% 
' 0.'378% 

98.~72% 
I 

1
100% 

/) li?·· 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

See back panel for additional precautionary statements. 
1,'-
') 1' 

'' 1 ' . 
-E"' D - N "6"96° I ~"~-neg. o. 6 _,_ 

' ' , ' 
-. 

' " ' - - ' )) 

- " 

Aloe Herbal Horse Spray 
December 2006 

L 6 ry--r tn P ~,_~ 
EPA Est. No.: 66963- ..()0-1-

Page 1 of 3 
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1\i! sv'" x.._ {hoI... 
ALOE HERBAL HORSE SPRAY r ·" v~~ -· . o''-k(> r 

A gentle, effective blencl(()f;;atur~botanical oils to repel flies, gnats, mosquitoes tJZ- , 

and other flying insects o~ Contains coat conditioners and sunscreen which 
promote a healthy coat and protection from the sun. Made-witlr-l:mmaiJ-i¥ad€--'2___ 
i11gnedi<>nt~, Aloe Herbal Horse Spray provides your horse long lasting protection. 

// ~ 

) \_ ~ (?,.,,} 
~ fe_,f..v,.,•~~ 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
SHAKE CONTJANER BEFORE EACH APPLICATION. 
General Directions: Apply in a covered area (i.e., stalls, barn, etc.). Brush coat to remove 
excess dirt and dust. For best results apply to a clean horse. 
Dilution Directions: To be used in a clean spray container of your choice. Dilute with 5 
parts water to l part horse sprayr--p()fffiOfeSfi:iOI)()ffiC"as-~ dilute 4 parts water to I part 
horse spray. '-.... ~ t, ... Jl-1vo. ....., ~ fk-11! j?Y'--tl-e---{---

7 

Application Directions: Hold spray container 10 to 12 mches from coat for best 
application. Apply with cloth to facial area. Do not 9e on animals intended for human 
consumption. [/.0 ,'-' J-0 C/= u 1--c, ~,_,.f...., a l 

-"""'" c trLo fo- (<-z .r ......-;< 1'?1 I 
STORAGE AND DISPOSAL ' ' 

D·S IlQt <;::ontaminate water, food or feed by storage or disposal. 
-- " ) 

' . 
PES71CIDE SXQRAGE: Store only in a cool, dry area inaccessible to children and pets. Keep 1 

contain~r tigllt,ly;qlpsed when not in use. 

P1]:~1'Ti.=IDE! :Q~~fOSAL: Wastes resulting from use of this product may be used on site or at an 
apProved waste disposal facility. 

' ' l ' 

; " " ' ) 

CON'l'AINER DISPOSAL: 
If empty: Do not reuse this container. Place in trash or offer for recycling if available. 
If partly filled: Call your local solid waste agency or 800~CLEANUP for disposal instruclions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may 
cause allergic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or 
using tobacco. 

Aloe Herbal Horse Spray 
December 2006 
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ENVIRONMENTAL HAZARDS 
For tenestrial uses: Do not apply directly to water, or to areas where surface water is present or 
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of 
equipment washwater or rinsate. 

FIRST AID 
Have the product container or label with you when calling a poison control center or doctor, or 

going for treatment. 
If on skin: • Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a poison control center or doctor for treatment advice. 

If in eyes: • Hold eye open and rinse slowly and gently with water for 15~20 minutes. 
'---- . Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for further treatment advice. 

"-. ~\. 

Manufactured By: 
Espree Animal Products, Inc. 
3250 Stone Myers Parkway 
Grapevine, TX 76051 
wyvw.espree.com 
1'800'328-1317 

'''' 
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' " ' " 
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______________________________________________________________ 
 
Page   _  is not included in this copy. 
 
Pages  126   through  127    are not included in this copy. 
_______________________________________________________________ 
 
The material not included contains the following type of 
information: 
 
__X__ Identity of product inert ingredients. 
 
_____ Identity of product impurities. 
 
_____ Description of the product manufacturing process. 
 
_____ Description of quality control procedures. 
 
_____ Identity of the source of product ingredients. 
 
_____ Sales or other commercial/financial information. 
 
_____ A draft product label. 
 
_____ The product confidential statement of formula. 
 
_____ Information about a pending registration action. 
 
_____ FIFRA registration data. 
 
_____ The document is a duplicate of page(s) _______. 
 
_____ The document is not responsive to the request. 
 
_____ Proprietary information pertaining to the chemical  
      composition of an inert ingredient provided by the source  
      of the ingredient. 
 
_____ Attorney-Client Privilege.  
 
_____ Claimed Confidential by submitter upon submission to the   
      Agency. 
 
_____ Internal Deliberative Information. 
                                                                 
  
* The information not included is generally considered confidential by product 
registrants.  If you have any questions, please contact the individual who 
prepared the response to your request. 
_________________________________________________________________ 
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*Inert ingredient information may be entitled to confidential treatment*
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"Christina Swick" 
<cswick@lewisharrison.com> 

To Todd Peterson/DC/USEPA/US@EPA 

06!0712007 10:59 AM bee 

Subject RE: Aloe Herbal Horse Spray (File Symbol No. 66963-1) 

~ This message has been replied to. 

Todd, 

Attached is the revised label and CSFs per our discussion. I can be 
reached on Friday and Monday by email or cell phone (301-775-5670). 

Thanks, 
Christina 

-----Original Message-----
From: Peterson.Todd@epamail.epa.gov 
[mailto:Peterson.Todd@epamail.epa.gov] 
Sent: Tuesday, June 05, 2007 3:37 PM 
To: Christina Swick 
Subject: Re: Aloe Herbal Horse Spray (File Symbol No. 66963-I} 

Hi, 

Is there any chance that the company had data reviewed by the State of 
California? 
That would be great. 

Also, if the company doesn't want to hold off, we could just have them 
delete mosquitoes from the label. 
If data come in later, we could add mosquitoes to the label. 
The mock up label as presented in the pre-registration meeting simply 
stated "Fly Repellent." 

I'm going to leave in about an hour to go over to DC. I'll be in 
meetings most of the morning tomorrow. 
But I'll try to give a call when I first get in around 9 fu~ tomorrow. 

Best Regards, 

Todd Peterson, Ph.D, Biologist 
USEPA, OPP, Biopesticides and Pollution Prevention Division 
703-308-7224 

.,~ 'm 
66936-8. BasicCSF. 20070607. pdl 66936-B.AitemateCSF. 20070607.pdl 

ll!llif" 141 
66936-8_ 20070607.Productlabel. pdf 
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Aloe Herbal Horse Spray (ct'A Reg. No.:66963-I) DP Number: 338682 
PC Codes: 02190 I, 040505 & 011550 (Citronella oil, Cedarwood oil & Eucalyptus oil) 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

MEMORANDUM 

DATE: May 26, 2007 

WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

SUBJECT: Section 3 Registration of Aloe Herbal Horse Spray (EPA Reg.#: 66963-I), 
Containing 0.75% Citronella oil, 0.50% Cedarwood oil, and 0.378% 
Eucalyptus oil (Active Ingredients). Review of Product Chemistry and 
Acute Toxicity. 

DP No.: 338682 Decision No.: 373758 
PC Codes: 021901,040505, 

011550 
MRIDNos.: 470293-0lihrough 

EPA Reg. No.: 66963-f 
Chemical Class: Biopesticide 

470293-10 

FROM: Manying Xue, Chemist ./}· "i/\. ... J> ... _,_... ...... v'b .-.. v..-c.//\ Yv~<---· 
BPB/BPPD (751!P) ' ) ~ . / /' .. , 

) / {• . 
THROUGH: RussellS. Jones, Ph.D., Senior Biologist lsi 05125!2007 .;___. / ~-·"'-'~/·. .5 \.7.;:"".....--··/ 

. BPB/BPPD (7511P) \._. L-. ,/ 

TO: Todd Peterson, Regulatory Action Leader 
BPB/BPPD (7511P) 

*CONTAINS CONFIDENTIAL BUSINESS INFORMATION* 

ACTION REQUESTED: 

On behalf of Rhodia Inc., Lewis & Hanison Consultants has submitted an application for 
a Section 3 registration of Aloe Herbal Horse Spray containing 0. 75% Citronella oil, 
0.50% Cedarwood oil, and 0.378% Eucalyptus oil (Active Ingredients). Aloe Herbal 
Horse Spray is an end use product intended to be used to repel flies, gnats, mosquitoes, 
and other flying insects on horses. 

In support ofthis petition, the petitioner has submitted product chemistry studies of Aloe 
Herbal Horse Spray at nominal concentration of 0.75% citronella oil, 0.50% cedarwood 
oil (as "cedar oil" on the CSF), and 0.378% eucalyptus oil of the active ingredients 
(MRIDs 470293-01 through 470293·04), basic Confidential Statemerits ofFommla 

Page I oft'i 
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*Inert ingredient information may be entitled to confidential treatment*
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*Inert ingredient information may be entitled to confidential treatment*
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*Inert ingredient information may be entitled to confidential treatment*

Aloe Herbal Horse Spmy (b· A Reg. No.:66963-1) DP Number: 338682 
PC Codes: 021901,040505 & 011550 (Citronella oil, Cedarwood oil & Eucalyptus oil) 

limits given for incorrect. A waiver was requested for the requirement of 
an enforcement analytical method. The physical and chemical characteristics were 
adequately addressed, except the study of flammability. A waiver was requested for 
storage stability, and the corrosion characteristics test is ongoing. 

TABLE 2. Physical a11d Chemical Properties for Aloe Herbal Horse Spray- Basic Formulation a 

Guideline Reference No./PropertY Description of Result Methods 

830.6302 Color · Clear, colorless @ 25°C CCL SOP 10.12 

830.6303 Physical State Liquid@ 25°C CCL SOP 10.12 

830.6304 Odor Not required for EP 

830.6313 Stability Not required for EP 

830.6314 OxidatiowReduction: No signs of reaction after 24 44 FR 16267 

Chemicallncompatibility hrs exposure to powdered iron, 
potassium permanganate, 

water, or monoammonium 
phosphate 

830.6315 Flammability Need to be conducted 

830.6316 Explodability Not applicable, product does 
not contain any explosive 

ingredients 

830.6317 Storage Stability Waiver requested 

830.6319 Miscibility Not applicable, product is not 
to be diluted with petroleum 

solvents 

830.6320 Corrosion Characteristics Study in progress 

830.6321 Dielectric Breakdown Voltage Not applicable, product not for 
use around electrical equipment 

830.7000 pH 4.90@ 2SOC CCL SOP 10.17 

830.7050 UV/Visible Absorption Not required for EP 

830.7100 Viscosity 18.266 mm2/s {eSt)@ 22°C ASTM Methods D 445 and D 
446 

830.7200 Melting Range Not applicable, product is a 
liquid 

830.7220 Boiling Range Not required for EP 

830.7300 Density/Relative Density/Bulk 0.8435 @ 23°C CCL SOP 10.16 

Density 

830.7370 Dissociation Constant in Water Not required for EP 

830.7550 Partition Coefficient Not required for EP 

830.7840 Water Solubility Not required for EP 

830.7950 Vapor Pressure Not required for EP 

" Data from MRID 47029304 

Page 4 of 6 
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Aloe Herbal Horse Spray (EtA Reg. No.:66963-l) DP Number: 338682 
PC Codes: 021901, 040505 & 011550 (Citronella oil, Cedanvood oil & Eucalyptus oil) 

CLASSIFICATION: UNACCEPTABLE, but upgradeable. To upgrade to 
acceptable, the registrant must resolve the deficiencies described in Conclusion I above. 
The waiver requests for enforcement analytical method and storage stability study are 
acceptable. 

Acute Toxicity (OPPTS 870.1100- 1300 & 870.2400 2600) 

On behalf of Rhodia Inc., Lewis & Harrison Consultants has submitted acute toxicity 
studies(MRIDs: 470293-05 through ~10) for Aloe Herbal Horse Spray containing 0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus Oil (active ingredients) as test 
material for acute oral toxicity, acute dennal toxicity, acute inhalation toxicity and sktn 
sensitization studies. The studies were conducted at Product Safety Laboratories, Dayton, 
NJ. The data are summarized tn the Table below. Details of the studies may be found in 
the attached DERs. 

TABLE3 Acute Toxicity Profile~ Test Substance 

Guideline Study Type MRID(s) Resulls Toxicity 
No. Category 

870.1100 Acute oral [rat] 47029305 LD50 = >5000 mg/kg IV 

870.1200 Acute dermal [rat] 47029306 
LDoo = >5000 mg/kg 

IV 

870.1300 Acute inhalation [ral] 
47029307 

The inhalation LC50 for males, females, IV 
and combined was > 2.06 mg/L. 

870.2400 Acute eye irritation 
47029308 

The maximum average score was 18.0 al III 
(rabbit] one hour after tesl material instillation. 

Aloe Herbal Horse Spray was moderately 
irritating. 

870.2500 Acute dermal 47029309 The primary irritation index was 3.8 III 
initation [rabbit] 

870.2600 Skin sensitization 47029310 Aloe Herbal Horse Spray was a dermal a dermal 
(guinea pig] sensitizer sensitizer 

CLASSIFICATION: ACCEPTABLE; no additional data are required. 

Product Performance (Nonguideline) 

No product perfonnance study has been submitted with this application. The registrant 
must submit product perfonnance study for this registration. 

Page 5 of6 
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Aloe Herbal Horse Spray (b A Reg. No.:66963-l) DP Number: 338682 
PC Codes: 021901, 040505 & 011550 (Citronella oil, Cedarwood oil & Eucalyptus oil) 

Non-Target Organisms and Endangered Species Assessment 

Aloe Herbal Horse Spray, the EP, is proposed to be used to repel flies, gnats, mosquitoes, 
and other flying insects on horses. Therefore there will- be no exposure to non-target 
organisms and No Adverse Effects (NAE) on Threatened and Endangered Species. 

cc: D. Benmhend, R. S. Jones; BPPD Chron File; OHAD/ARS 
M. Xue, BPPD, 05/26/07 

Page 6 of 6 
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DATA EVALUATION RECORD 

CITRONELLA OIL 
CEDARWOOD OIL 
EUCALYPTUS OIL 

(Aloe Herbal Horse Spray) 

STUDY TYPES: Product Identity and Composition (OPPTS 830.1!00) 
Description of Beginning Materials (OPPTS 830.1200) 
Description of Formulation Process (OPPTS 830.1200) 
Discussion of Formation oflmpurities (OPPTS 830.1400} 
Preliminary Analysis (OPPTS 830.1700} 

Primary Reviewer: 
Eric B. Lewis M.S. 

Certified Limits (OPPTS 830.!750) 
Enforcement Analytical Method (OPPTS 830.1800) 
Physical and Chemical Characteristics (OPPTS 830.6302-830.7950) 

MR!Ds 47029301-47029304 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

· Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37830 
Task Order No. 07-033 

Signature: ----------
Date: 

Secondary Reviewers: 
Svlvia Milanez. Ph.D .. D.A.B.T. 

Robert H. Ross. M.S., Group Leader 

Quality Assurance: 
Lee Ann Wilson M.A. 

Disclaimer 

Signature: ----------
Date: 

Signature: ----------
Date: 

Signature: ----------
Date: 

This review may have been altered subsequent to the contractor==s signatures above. 

Oak Ridge National Laboralory managed and operated by UT -Battelle, LLC., for the U.S. Department ofEnergy under 
Comract No. DE-AC05-000R22725. 
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DATA EVALUATION RECORD 
'\ 

EPA Secondary Reviewer: Manying Xue, Chemist, 05/26/2007 /)tV\ ,ov ~ '/. vUL--
STUDY TYPE: Product Identity and Composition (OPPTS 830.11 00) 

Description of Beginning Materials (OPPTS 830.1200) 
Description of Formulation Process (OPPTS 830.1200) 
Discussion of Formation oflmpurities (OPPTS 830.1400) 
Preliminary Analysis (OPPTS 830.1700) 
Certified Limits (OPPTS 830.1750) 
Enforcement Analytical Method (OPPTS 830.1800) 
Physical and Chemical Characteristics (OPPTS 830.6302~ 
830.7950) 

MRID NO: 47029301-47029304 

DECISION NO: 373758 

DP BARCODE: DP338682 

TEST MATERIAL: Aloe Herbal Horse Spray (a.i., 0.75% w/w citronella oil; 0.50% 
w/w cedarwood oil; 0.378% w/w eucalyptus oil) 

PROJECT STUDY NO: MRID 47029301-47029303: Not provided 
MRID 47029304: Study No. 3660-01 

SPONSOR: Espree Animal Products, Inc., 3250 Stone Myers Parkway, 
Grapevine, TX 76051 

TESTING FACILITY: MRIDs 47029301 - 47029303: None 
MRID 47029304: Case Consulting Laboratories, Inc., 622 Route 
Ten, Whippany, NJ 07981 

TITLE OF REPORT: MRID 47029301: Aloe Herbal Horse Spray: Product Identity and 
Composition. Source Active Ingredients 
MRID 4 7029302: Aloe Herbal Horse Spray: Product Identity and 
Composition, Beginning Mate1ials, Formulating Process, 
Formation oflmpurities, Preliminary Analysis, and Certified 
Limits. 
MRID 47029303: Aloe Herbal Horse Spray: Waiver Request for 
Enforcement Analytical Method and Storage Stability 
MRlD 47029304: Physical and Chemical Characteristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density 

AUTHORS: MRIDs 47029301-47029303: Lewis & Harrison, LLC 
MRID 47029304: Sinning, D.J. 

STUDY COMPLETED: MR!Ds 47029301 - 47029303: January 3, 2007 
MRID 4 7029304: November 28, 2006 

GOOD LABORATORY MRID 47029301: A signed and dated GLP statement was 
PRACTICE: included. The report is a discussion of product identity of the 

source active ingredients. The information was provided to the 
registrant, and the registrant does not know ifGLP standards 
were used. 
MRID 47029302: A signed and dated GLP statement was 
included. The report is a discussion and GLP standards do not 

I 
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*Inert ingredient information may be entitled to confidential treatment*
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*Inert ingredient information may be entitled to confidential treatment*

*Manufacturing process information may be entitled to confidential treatment*
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*Inert ingredient information may be entitled to confidential treatment*
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*Inert ingredient information may be entitled to confidential treatment*
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*Inert ingredient information may be entitled to confidential treatment*
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TABLE 3. Physical and Chemical Properties for Aloe Herbal Horse Spray- Basie Formnlation3 

Guideline Reference No./Propcrty Description of Result Methods 

830.6302 Color Clear, colorless@ 25°C CCL SOP 10.12 
' 

830.6303 Physical State Liquid @ 25°C CCL SOP 10.12 

830.6304 Odor Not required for EP 

830.6313 Stability Not required for EP 

830.6314 Oxidatioru'Reduction: No signs of reaction after 24 44 FR 16267 

Chemicallncompatibility hrs exposure to powdered iron, 
potassium pennanganate, 
water, or monoammonium 

phosphate 

830.6315 Flammability Not applicable, product does 
not contain any combustible 

liquids 

830.6316 Explodability Not applicable, product does 
not contain any explosive 

ingredients 

830.6317 Storage Stability Waiver requested 

830.6319 Miscibility Not applicable, product is not 
to be diluted with petroleum 

solvents 

830.6320 Corrosion Characteristics Study in progress 

830.6321 Dielectric Breakdown Voltage Not applicable, product not for 
use around electrical equipment 

830.7000 pH 4.90@ 25°C CCL SOP !0.17 

830.7050 UVNisible Absorption Not required for EP 

830.7100 Viscosity 18.266 mm2/s (eSt)@ 22"C ASTM Methods D 445 and D 
446 

830.7200 Melting Range Not applicable, product is a 
liquid 

830.7220 Boiling Range Not required for EP 

830.7300 Density/Relative Density/Bulk 0.8435@ 23°C CCL SOP 10.16 

Density 

830.7370 Dissociation Constant in Water Not required for EP 

830.7550 Partition Coefficient Not required for EP 

830.7840 Water Solubility Not required for EP 

830.7950 Vapor Pressure Not required for EP 

' Data from MRID 47029304 

IX. ADDITIONAL REVIEWER=S COMMENTS: None. 

7 

' . 
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DATA EVALUATION RECORD 

ALOE HERBAL HORSE SPRAY 

STUDY TYPE: ACUTE ORAL TOXICITY- RAT (870.1100) 
MRID 47029305 

Primary Reviewer: 
Susan Chang, M.S. 

Secondary Reviewers: 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington. VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge. TN 37831 
Task Order No. 07-033 

Signature: 
Date: 

H. Tim Borges. M.T.(A.S.C.P.). Ph.D .• D.A.B.T. Signature: 
Date: 

Robert H. Ross. M.S .. Group Leader Signature: 
Date: 

Quality Assurance: 
Eric Lewis. M.S. Signature: 

Date: 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Labora1ory managed and operated by UT-Battelle, LC., for the U.S. Department of Energy 
under Contract No. DE-AC05-000R22725. 
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DATA EV ALVA TION RECORD , 
---~~ '/v'-Y--

EPA Secondary Reviewer; 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Manying Xue, Chemist, 05/26/2007 ) 

Acute Oral Toxicity- Rats (OPPTS 870.11 00) 

47029305 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-I, 0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21101 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Acute Oral Toxicity Up and Down Procedure in Rats 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

The oral LD5o for female rats was greater than 5000 
mg/kg. 

ACCEPTABLE-- TOXICITY CATEGORY IV 
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I. STUDY DESIGN: 

I. Test Material: Aloe Herbal Horse Spray containing 0. 75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients 

2. Test Animals: Three female Sprague-Dawley rats were received from Ace Animals, Inc., 
Boyertown, PA, and weighed 204-231 g on the day of dosing. The young adult animals, 11 
weeks old, were housed individually in suspended stainless steel cages with mesh floors. 
The animals were fed Purina Rodent Chow No. 5012. Filtered tap water was available ad 
libitum. The environmental conditions of the animal room were as follows: temperature, 19-
230C; relative humidity, 31-69%; and photoperiod, 12 hour light/dark cycle. Air changes per 
hour were not reported. 

3. Methods: Rats were earMtagged: Nos. 3101, 3I02, and 3103 and were acclimated for 23 or 
24 days and fasted overnight prior to dosing. T11e test material (5000 mglkg body weight) 
was dosed by gavage (Table I). Body weight was recorded prior to dosing, and on days 7 
and 14. The test animals were observed for mortality and clinical signs of toxicity during the 
first several hours postMdosing and at least daily for I4 days. All animals were necropsied. 

II. RESULTS: 

1. Mortality: All rats survived the study. 

TABLE 1. Doses, mortality/animals treated 

Dose (mg/kg) Males Females Combined 

5000 . 0/3 . 
Data lakcn f1om p. 10, MRID 47029305. 

2. Body Weight: All rats gained weight dming the study. 

3. Clinical Observations: With the exception of one rat that had soft feces 3-4 hours post 
dosing, all rats appeared active and healthy throughout the study. 

4. Gross Nccropsv: No gross abnonnalities were noted at necropsy. 

III. DISCUSSION: 

The oral LD50 for female rats was greater than 5000 mg!kg. This places Aloe Herbal Horse 
Spray in TOXICITY CATEGORY IV. The packet classification is ACCEPTABLE. 
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DATA EVALUATION RECORD 

ALOE HERBAL HORSE SPRAY 

STUDY TYPE: ACUTE DERMAL TOXICITY- RAT (870.1200) 
MRID 47029306 

Primary Reviewer: 
Susan Chang, M.S. 

Secondary Reviewers: 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37831 
Task Order No. 07-033 

Signature: 
Date: 

H. Tim Borges. M.T.(A.S.C.P.), Ph.D .. D.A.B.T Signature: 
Date: 

Robert H. Ross, M.S., Group Leader Signature: 
Date: 

Quality Assurance: 
Eric Lewis, M.S. Signature: 

Date: 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory managed and operated by UT-Ballelle, LLC., for !he U.S. Departmenl of Energy 
under Contract No. DE-AC05-000R22725. 
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DATA EV ALVA TION RECORD ' 
/jlil~'/v~ 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Manying Xue, Chemist, 05/26/2007 ) 

Acute Dennal Toxicity- Rats (OPPTS 870.1200) 

47029306 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-1,0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21102 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Acute Dermal Toxicity Study in Rats- Limit Test 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

The dermal LD50 for males, females, and combined was 
greater than 5000 mglkg. 

ACCEPTABLE-- TOXICITY CATEGORY IV 
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I. STUDY DESIGN: 

1. Test Material: Aloe Herbal Horse Spray containing 0. 75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test Animals: Five male and five female Sprague~Dawley rats were received from Ace 
Animals, Inc., Boyertown, PA, were assigned to groups, and weighed 247~254 g (males) 
and 190-206 g (females) on the day of treatment. The young adult animals, 8-9 weeks old, 
were housed individually in suspended stainless steel cages with mesh floors. The animals 
were fed Purina Rodent Chow No. 5012 and filtered tap water was available ad libitum. 
The environmental conditions of the animal room were as follows: temperature, 20-23°C; 
relative humidity, 30-70%; and photoperiod, 12 hour light/dark cycle. Air changes per hour 
were not reported. 

3. Methods: Rats were ear-tagged: Male- Nos. 3201 to 3205; Female- Nos. 3206 to 3210. 
The rats were acclimated for 9 days. The test material (5000 mg/kg body weight) was 
applied evenly over a 2 inch x 3 inch area (approximately I 0% of the body surface) on the 
dorsal trunk and the treatment site covered with a gauze pad. The gauze pad and entire 
trunk were wrapped with Durapore tape. The coverings were removed after 24 hours and 
excess test material removed. The test animals were observed during the first several hours 
after treatment for mortality, signs of gross toxicity, and behavior changes and daily 
thereafter for 14 days. The rats were weighed prior to treatment and on days 7 and 14. The 
rats were euthanized on day 14 and necropsied. 

II. RESULTS: 

I. Mortality: All rats survived-the study. 

TABLE l. Doses, mortality/animals treated 

Dose (mg/kg) Males Females Combined 

5000 0/5 015 0!10 

. Data Jaken from p. 12, MR!D 47029306 . 

2. Clinical Observations: Erythema and edema were noted at the dose site on two males and 
five females on days 1, 2, 3, and/or 4. All rats appeared active and healthy throughout the 
study. 

3. Body Weight: All rats gained weight during the study. 

4. Gross Necropsv: No gross abnormalities were noted at necropsy. 

III. DISCUSSION: 
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The acute de!TI1al LD50 for males, females, and combined was greater than 5000 mg/kg. 
This places Aloe Herbal Horse Spray in TOXICITY CATEGORY IV. The packet 
classification is ACCEPTABLE. 
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DATA EVALUATION RECORD 

ALOE HERBAL HORSE SPRAY 

STUDY TYPE: ACUTE INHALATION TOXICITY- RAT (870.1300) 
MRID 47029307 

Primary Reviewer: 
Susan Chang. M.S. 

Secondary Reviewers: 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37831 
Task Order No. 07-033 

Signature: 
Date: 

H. Tim Borges. M.T.(A.S.C.P.), Ph.D., D.A.B.T. Signature: 
Date: 

Robert H. Ross. M.S .. Group Leader Signature: 
Date: 

Quality Assurance: 
Eric Lewis. M.S. Signature: 

Date: 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboraiory managed and operated by UT-Battel!e, LC., for the U.S. Departmenl of Energy 
under Contract No. DE-AC05-000R22725. 
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DATA EVALUATION RECORD ' V 
~~v>~('~ 

EPA Secondary Reviewer: · Manying Xue, Chemist, 05/26/2007 ) 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Acute· Inhalation Toxicity- Rats (OPPTS 870.1300) 

47029307 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21103 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Acute Inhalation Toxicity Study in Rats~ Limit Test 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

The inhalation LC50 for males, females, and combined 
was > 2.06 mg!L. 

ACCEPTABLE --TOXICITY CATEGORY IV 
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I. STUDY DESIGN: 

1. Test Material: Aloe Herbal Horse Spray containing 0. 75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test Animals: Five male and five female Sprague-Dawley rats were received from Ace 
Animals, Inc., Boyertown, PA, were assigned to groups, and weighed 254-266 g (males) 
and 180-225 g (females) on the day of treatment. The young adult animals, 8-9 weeks old, 
were housed individually in suspended stainless steel cages with mesh floors. The animals 
were fed Purina Rodent Chow No. 5012. Tap water was available ad libitum. The 
environmental conditions of the animal room were as follows: temperature, 14-22°C; 
relative humidity, 30-66%; and photoperiod, 12 hour light/dark cycle. Air changes per hour 
were not reported. 

3. Methods: Rats were ear~ tagged: Male~ Nos. 3301 to 3305; Female~ Nos. 3306 to 3310. 
The rats were acclimated for 10 days prior to exposure. The animals were exposed to the 
concentration shown in Table 1. The rats were exposed nose~only in a Mini Nose~Only 
Inhalation Chamber (ADG Developments Ltd) for four hours and one minute. They were 
observed during exposure, upon removal from the chamber, and at least once daily 
thereafter for 14 days. They were weighed prior to test material exposure and on days 7 and 
14. All rats were sacrificed and necropsied on day 14. 

TABLE 1. Concentrations exposure conditions, mortality/animals treated 

Nominal Grav. 
1\IMAD GSD 

Parttde5 
Temp Humidity 

Mortalit 

~oncL) c;~~) ~.3j.tm 

m!!fL 
(!lm) (!lm) 

(%) 
("C) (%) Male Female Combined 

13.08 2.06 2.4-2.6 !.87- -83 21-22 53-57 015 015 OliO 
1.90 

Dala laken from Tables 4-6, pp. 9, II, and 16-18, MRID 46523206. 

Generation of the test atmosphere and description of the chamber: The exposure 
atmosphere was generated using a 114 inch JCO atomizer (Spraying Systems Inc.), FC3 
fluid cap and AC1502 air cap (Robert Miller Associates). The test material was metered to 
the atomization nozzle through Tygon tubing using a pump. Filtered air was supplied by an 
air compressor connected to the spray atomization nozzle. Additional filtered compressed 
mixing air was supplied directly to the exposure chamber from a compressed air tank. The 
average total airflow was 25.6~25.9liters/min and the nose-only exposure chamber volume 
was 6. 7 L. Time to equilibrium was approximately 1 min. 

Test atmosphere concentration: During exposure, gravimetric samples were collected 
from the breathing zone of the animals six times, using glass fiber filters. Filter papers were 
weighed before and after collection to determine the mass collected. The value was divided 
by the total volume of air sampled to determine the chamber concentration. The average 
results are in Table 1 above. 



155

Particle size determination: Particle size for each exposure concentration was determined 
twice using an eight-stage Andersen cascade impactor. The test material concentration 
collected at each stage was detennined gravimetrically. The mass median aerodynamic 
diameter and geometric standard deviation were determined graphically using two-cycle 
logarithmic probit axes. Results are in Table 1 above. 

II. RESULTS: 

1. Mortality: All rats survived the study. 

2. Clinical Observations: Clinical signs of toxicity were not reported for the period during 
exposure. Irregular respiration, hunched posture, moist rales, and/or hypoactivity were 
observed upon removal of the animals from the chamber. All animals had reduced fecal 
volume on Days I and/or 2 with recovery by Day 4 and appeared active and healthy 
throughout the rest of the observation period. 

3. Body Weight: All rats gained weight during the study. 

4. Gross Necropsy: No gross abnonnalities were noted at necropsy. 

III. DISCUSSION: 

The inhalation LC50 for males, females, and combined was> 2.06 mg/L. This places Aloe 
Herbal Horse Spray in TOXICITY CATEGORY IV. The packet classification is 
ACCEPTABLE. 
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ALOE HERBAL HORSE SPRAY 

STUDY TYPE: PRIMARY EYE IRRITATION- RABBIT (870.2400) 
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Primary Reviewer: 
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U.S. Environmental Protection Agency 

One Potomac Yard 
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Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37831 
Task Order No. 07-033 

Signature: 
Date: 

H. Tim Borges. M.T.(A.S.C.P.), Ph.D .. D.A.B.T. Signature: 
Date: 

Robert H. Ross, M.S., Group Leader Signature: 
Date: 

Quality Assurance: 
Eric Lewis. M.S. Signature: 

Date: 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge Nalional Laboralory managed and operated by UT-Battelle, LLC., for the U.S. Department of Energy 
under Contract No. DE-AC05-000R22725. 
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DATA EVALUATION RECORD ' 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

./lfV'--~~:J 
Manying Xue, Chemist, 05/26/2007 

Acute Eye Irritation~ Rabbits (OPPTS 870.2400) 

47029308 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21104 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Primary Eye Irritation Study in Rabbits 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

Corneal opacity was noted on 113 rabbits at 1 and 24 
hours after test material instillation with resolution by 48 
hours. Iritis was noted on 3/3 rabbits one hour after test 
material instillation with resolution on one rabbit by 48 
hours and on two rabbit by 72 hours. Positive 
conjunctival irritation (score 2 or 3) was noted one hour 
after test material instillation with resolution on one 
rabbit by 48 hours and on the other rabbits by 72 hours. 
The maximum average score was 18.0 at one hour after 
test material instillation. Aloe Herbal Horse Spray was 
moderately irritating. 

ACCEPTABLE-- TOXICITY CATEGORY III 

2 
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I. STUDY DESIGN: 

1. Test Material: Aloe Herbal Horse Spray containing 0. 75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test Animals: Three male young adult New Zealand White rabbits were received from 
Robinson Services, Inc., Clemmons, NC. The animals were housed individually in 
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina 
Rabbit Chow No. 5326. Filtered tap water was available ad libitum. The environmental 
conditions of the animal room were as follows: temperature, 19-22°C; relative humidity, 48-
72%; and photoperiod, 12 hour light/dark cycle. Air changes per hour were not reported. 

3. Methods: The rabbits were ear-tagged: Nos. 3401 to 3403 and were acclimated for 14 days. 
The test material (0.1 mL/eye/animal) was applied in the conjunctival sac of the right eye, 
and the eye held closed for approximately one second. The left eye served as controL The 
eyes were examined and scored 1, 24, 48 and 72 hours and at 4 days after test material 
instillation. 

II. RESULTS: 

1. Mortality: All rabbits survived the study. 

2. Ocular Lesions: Corneal opacity was noted on 1/3 rabbits at 1 and 24 homs after test 
material instilJation with resolution by 24 hours (Table 1 ). Iritis was noted on 3/3 rabbits 
one hour after test material instillation with resolution on one rabbit by 48 hours and on two 
rabbit by 72 hours (Table 2). Positive conjunctival irritation (score 2 or 3) was noted one 
hour after test material instillation with resolution on one rabbit by 48 hours and on the other 
rabbits by 72 hours . The maximum average score was 18.0 at one hour after test material 
instillation (Table 3). 

TABLE t. Individual Male (M) and Female (F) Eye Scores w/ Time: Cornea (A=Density of Opacity, 
B=Area of Opacity) 

Animal 1 hour 24 hours 48 hours 72 hours 4 days 
No. 

A B A B A B A B A B 

3401 0 4 0 4 0 4 0 4 0 4 

3402 0 4 0 4 0 4 0 4 0 4 

3403 I I I I 0 4 0 4 0 4 

3 
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TABLE 2. Summary of Eye Irritation Scores with Time: Conjunctiva and Iris 

Score Conditions I hour 24ltours 48 hours 72 hours 4 days 

Conjunctiva 

Erythema 2 2 I to 2 l 0 

Chemosis I to 2 l 0 to I 0 0 

Discharge 2-3 1 to 2 0 to l 0 0 

Iris l l 0 to I 0 0 

Irntat1on score IS based on Dra1ze Method 

Scale for Scoring Ocular Lesions 

Cornea 
A. Opacity-degree of density (area most dense taken for reading) 

No Opacity..... ................. . .......................................... . . ....................................... 0 
Scattered or diffuse area, details of iris clearly visible ................................. . 
Easily discernible translucent areas, details of iris slightly obscured............. . ............ . 
Opalescent areas, no details of iris visible, size of pupil barely discernible 
Opaque, iris invisible.... ...................... . .................. . 

B. Area of cornea involved 
One quarter (or less) but not zero .............. . 
Greater than one quarter, but less than half 
Greater than half, but less than three quarters .. . 
Greater than three quarters, up to whole area ... . 
Score"" Ax B x 5 Total Maximum Score= 80 

Iris 
A. Values 

Normal 

. .... 1* 
. ............. 2* 

............ 3* 
. ... .4* 

. .......... 1 
.... 2 
. .. 3 
. . .4 

·············· ........ 0 
Folds above normal, congestion, swelling, circumcorneal injection (any or all of these or combination 

of any thereof), iris still reacting to light (sluggish reaction is positive)...... .................. . ........... ! * 
No reaction to light, hemorrhage, gross destruction (any or all of these) ........................ . .......... 2* 
Score"" Ax 5 Total Maximum Score = 10 

Conjunctivae 
A. Redness (refers to palpebral and bulbar conjunctivae excluding cornea and Iris) 

Vessels normal ...... ..................... ..................... ................................... . ................... . 
Vessels definitely injected above normal.............. .. ....................................................... . 
More diffuse, deeper crimson red, individual vessels not easily discernible ................. . 
Diffuse beefy red ................. ................... . .............. .. 

B. Chemosis 
No swelling.. .............. ................. .. ............. . 
Any swelling above normal (includes nictitating membrane). 
Obvious swelling with partial eversion oflids ........................ .. 
Swelling with lids about half closed ................ . 
Swelling with lids about half closed to completely closed 

C. Discharge 
No discharge........... ..................... ..................... . .................... . 

. ............... 0 
.. l 

..2* 
.3' 

.. .. 0 
.. .... ! 

............. 2* 
.. .. 3* 

..... .4* 

.. ..... 0 
Any amount different from normal (does not include small amounts observed in il!l1er canthus of 

normal animals).. ......................... ................................. ................ ........................... . ...... ! 
Discharge with moistening of the lids and hairs just adjacent to lids.......................... ............. . .. 2 
Discharge with moistening of the lids and hairs, and considerable area around the eye .......................... 3 
Score== (A+ B +C) x 2 Total Maximum Score= 20 

*represents a positive response 

4 
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TABLE 3. Summary of Total" and Primary Eye Irritation Scores with Time 

Animal# I hour 24 hours 

3401 15 13 

3402 15 13 

3403 24 20 

Avemge scores0 18.0 !5.3 

"Formula: Total Irritation Score= I+ II+ 111, where, 
I= Corneal Score= [Density (A) x Area (B)] x 5 
II = Iris Score = Scverily x 5 

48 hours 

II 

4 

9 

8.0 

l11 =Conjunctival Score= [Erythema (A)+ Chemosis (B)+ Discharge (C)] x 2 
b Average Primary Irritation= Sum ofTotallrritation Scores+ 3 

III. DISCUSSION: 

72 hours 

2 

2 

2 

2.0 

4 days 

0 

0 

0 

0.0 

Corneal opacity was noted on 1/3 rabbits at I and 24 hours after test material instillation 
with resolution by 48 hours. Iritis was noted on 3/3 rabbits one hour after test material 
instillation with resolution on one rabbit by 48 hours and on two rabbit by 72 hours. 
Positive conjunctival irritation (score 2 or 3) was noted one hour after test material 
instillation with resolution on one rabbit by 48 hours and on the other rabbits by 72 hours. 
The maximum average score was 18.0 at one hour after test material instillation. Aloe 
Herbal Horse Spray was moderately irritating and is in TOXICITY CATEGORY III. The 
packet classification is ACCEPTABLE. 

5 
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DATA EVALUATION RECORD 

ALOE HERBAL HORSE SPRAY 

STUDY TYPE: PRIMARY DERMAL IRRITATION- RABBIT (870.2500) 
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Secondary Reviewers: 
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Office of Pesticide Programs 
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One Potomac Yard 
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Environmental Sciences Division 
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Date: 

Robert H. Ross. M.S., Group Leader Signature: 
Date: 
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Eric Lewis. M.S. Signature: 

Date: 
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Oak Ridge National Laboratory managed and operaied by UT-Battelle, LLC., for the U.S. Department of Energy 
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DATAEVALUATIONRECORD ' 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

I. STUDY DESIGN: 

/j;v~::::-; '/>-'"--
Manying Xue, Chemist, 05/26/2007 -

Primary Dermal Irritation· Rabbits (OPPTS 870.2500) 

47029309 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963·1, 0. 75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21105 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins!Product Safety Laboratories, Dayton, NJ 

Primary Skin Irritation Study in Rabbits 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

Well defined moderate to severe erythema was noted on 
all rabbits 30·60 minutes after patch removal that 
persisted through day 14. Clearance on two rabbits was 
noted by day 14. Slight edema was noted on all animals 
30-60 minutes after patch removal with clearance by Day 
14. The primary irritation index was 3.8. 

ACCEPTABLE-- TOXICITY CATEGORY li1 

1. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil, 
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test Animals: Three female young adult New Zealand White rabbits were received from 
Robinson Services, Inc., Clemmons, NC. The animals were housed individually in 
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina 
Chow No. 5326. Filtered tap water was available ad libitum. The environmental conditions 
of the animal room were as follows: temperature, 19-22°C; relative humidity, 46· 72%; and 
photoperiod, 12 hour light/dark cycle. Air changes per hour were not reported. 
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3. Methods: The rabbits were ear~tagged, Nos. 350lto 3503, and were acclimated for 8 days. 
The fur on the dorsal trunk of each rabbit was clipped on the day prior to treatment. The 
rabbits were treated with 0.5 mL of test material applied on a 6 cm2 clipped intact site, and 
the site covered with gauze pad. The pad and entire trunk were wrapped with a semi~ 
occlusive Micropore tape and Elizabethan collars were placed On the rabbits. The covering 
and the collar were removed four hours later and the site cleansed to remove any residual test 
material. The animals were observed at least once daily for gross toxicity and behavior 
changes during the study. Dermal examination was recorded at 1, 24, 48, and 72 hours and 
at 7, 10, and 14 days after removal of the patch. 

II. RESULTS: 

1. Mortality: All rabbits survived the study. 

2. Dermal responses: Well defined erythema was noted on 2/3 rabbits 30~60 minutes after 
patch removal that persisted through 72 hours. The erythema reduced on one rabbit by 
Day 7 and persisted on one rabbit through Day 14. The third rabbit had well defined 
erythema 30-60 minutes after patch removal, moderate to severe erythema by 24 hours, 
well defined erythema at 72 hours, that reduced to very slight erythema by Day 10. The 
primary initation index was 3.8. 

Irritation Scores: 

TABLE 1. Summary of individual rabbit's dermal irritation scores with time 

Animal Nos. I 

3501 2/2
11 

3502 212 

3503 2/2 

Dala laken from Table I, p. 13, MRID 47029309. 
' EryJhema/Edema 

Hours 

24 48 

2/2 2/1 

2/2 2/2 

312 2!2 

Description of rating method: 

Evaluation of Skin Reaction: 
Erythema formation: 

72 7 

2/1 111 

2/1 Ill 

2/1 Ill 

Days 

10 14 

Ill 1/0 

010 010 

1/0 010 

No erythema.............................. ......................... ......................... ........................... . ...... 0 
Very slighl erythema (barely perceptible)........... ................... .. .... l 
Well-defined eryl11ema.. ................................................... ................................... .................... . .. 2 
Moderate to severe erythema.................................................................................................... . ..................... 3 
Severe erythema (bee! redness) 10 slight eschar formation (injuries in depth)...... .. .............................. .4 

Edema Formation: 
No edema..... . ............................................................................................ . ....... 0 
Very slight edema (barely perceplible) .......................................................... . .. ............. ! 
Slight edema (edges of area well-defined by definiie raising) ......................... . . .............. 2 

· Moderale edema (raised approximately I mm) ............................. .. ..3 
Severe edema (raised by more than I mm exJending beyond !he area of exposure) ....................... .. .. ....... .4 
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III. DISCUSSION: 

Well defined erythema was noted on 2/3 rabbits 30fi60 minutes hour after patch removal that 
reduced to very slight erythema on one rabbit through Day 7 with clearance by Day 10 and 
on another rabbit through Day 14. The third rabbit had well defined erythema 30-60 minutes 
after patch removal, moderate to severe erythema by 24 hours, well defined erythema by 48 
and 72 hours, that reduced to very slight erythema by Day 10 with clearance by Day 14. 
Slight edema was noted on all animals 30-60 minutes after patch removal that persisted on 
some animals through Day 14. The primary irritation index was 3.8. Aloe Herbal Horse 
Spray was moderately irritating and is in TOXICITY CATEGORY III. The packet 
classification is ACCEPTABLE. 
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DATA EVALUATION RECORD 

ALOE HERBAL HORSE SPRAY 

STUDY TYPE: SKIN SENSITIZATION- GUINEA PIG (870.2600) 
MRID 47029310 

Primary Reviewer: 
Susan Chang. M.S. 

Secondary Reviewers: 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37831 
Task Order No. 07-033 

Signature: 
Date: 

H. Tim Borges, M.T.(A.S.C.P.), Ph.D., D.A.B.T. Signature: 
Date: 

Robe11 H. Ross. M.S., Group Leader Signature: 
Date: 

Quality Assurance: 
Eric Lewis. M.S. Signature: 

Date: 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory managed and operated by UT-Baltel!e, LLC., for !he U.S. Departmenl of Energy 
under Conlracl No. DE-AC05-000R22725. 
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DATA EVALUATION RECORD ' ,J 
~.--,)~'~ 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

CASE NO: 

DECISION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Manying Xue, Chemist, 05/26/2007 

Skin Sensitization - Guinea Pigs (OPPTS 870.2600) 

47029310 

DP 338682 

Not reported 

373758 

Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75% 
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus 
Oil Eucalyptus Globulus, active ingredients) 

21106 

Espree Animal Products, Inc., Grapevine, TX 

Eurofins/Product Safety Laboratories, Dayton, NJ 

Dennal Sensitization Study in Guinea Pigs (Buehler 
Method) 

Jennifer Durando 

December 20, 2006 

GLP Compliant 

After three consecutive weekly inductions, the test 
animals showed positive signs of irritation 24 and 48 
hours after challenge. Aloe Herbal Horse Spray was a 
dennal sensitizer. 

ACCEPTABLE 
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I. STUDY DESIGN: 

1. Test material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil, 
and 0.3 78% Eucalyptus Oil Eucalyptus Globulus as active ingredients. 

2. Test animals: Thirty female Hartley guinea pigs were received from Elm Hill Breeding 
Labs, Chelmsford, MA, were assigned to groups, and weighed 318-403 gat experiment start. 
The body weight was not reported for four males that were used for preliminary irritation 
testing. The young adult animals were housed individually in suspended stainless steel cages 
with mesh or plastic perforated floors. The animals were fed pelleted Purina Guinea Pig 
Chow No. 5025. Filtered tap water was available ad libitum. The environmental conditions 
of the animal room were as follows: temperature, 19~22°C; relative humidity, 48~75%; and 
photoperiod, 12 hour light/dark cycle. Air changes per hour were not reported. 

3. Methods: Male and Female guinea pigs were marked with color codes and grouped: 
Preliminary irritation testing- Nos. 3680 to 3683 (males); Test- Nos. 3601 to 3620 
(females); Naive Control- Nos. 3621 to 3630 (females). The guinea pigs were acclimated 
for 7~39 days. The animals were induced and challenged according to the method of 
Buehler. From the results ofthe preliminary irritation testing, undiluted test material was 
used for induction and challenge. The dorsal and flank areas of 20 test guinea pigs and I 0 
naive control animals were clipped prior to each treatment. For the induction, 0.4 mL 
undiluted test material was applied to the animal using a Hill Top Chamber secured with 
non~allergenic adhesive tape. The chamber and excess test material were removed after six 
hours. The procedure was repeated once each week for three consecutive weeks. Twenty~ 
seven days after the first induction, the test animals were challenged with 0.4 mL of 
undiluted test material under occlusion to naive sites. At challenge, a naive control group (1 0 
animals) was treated with 0.4 mL of undiluted test material. Reactions were scored at 
approximately 24 and 48 hours following induction and challenge application. 

II. RESULTS: 

1. Mortality: All animals survived the study. 

2. Bodv Weight: All animals gained weight during the study. 

3. Skin Effects: Very faint usually non~confluent erythema was noted on 8/20 test animals 24 
hours after the first induction with clearance on 4/12 animals by 48 hours. Very faint usually 
non-confluent erythema was noted on 12/20 test animals 24 hours after the second induction 
that persisted through 48 hours. Very faint usually non-confluent erythema and faint usually 
confluent erythema were noted on 11/20 and 8/20 test animals, respectively, 24 hours after 
the third induction and on 15/20 and 3/20 test animals, respectively, 48 hours after the third 
induction. Faint usually confluent erythema was noted on I l/20 test animals 24 hours after 
challenge and on 9120 test animals 48 hours after challenge. Very faint usually non
confluent erythema was noted on 6110 naive control animals 24 hours after challenge with 
clearance on four animals by 48 hours. 



168

TABLE 1. Summary of Individual Erythema Challenge Scores with Time" 

24 hours 48 hours 

Erythema Score 0 0.5 1.0 2.0 0 0.5 1.0 ?.0 

Treated I 8 11 0 3 8 9 0 

Naive Control 4 6 0 0 8 2 0 0 

' . Number of an1mals affected 
Evaluation score is based on Buehler Grading Scale. 

Scale for Scoring Skin Reaction 

Buehler sensitization scoring scale 
Erythema 
No reaction 
Very faint, usually nonconfluenl 
Faint, usually confluent ...................... . 
Moderale ...................................... .. 
Severe with or wi!hout edema . 

III. DISCUSSION: 

........................... 0.5 
................ ........................ ............. . .......... 1 

. .............................................. 2 
...................... ................................. . .......................................... 3 

After three consecutive weekly inductions, the test animals showed positive signs of 
reactivity while the naive control animals showed no positive signs of reactivity 24 and 48 
hours after challenge. The study included an alpha~hexylcinnamaldehyde (HCA) positive 
control study which was carried out within six months of the study and the results were 
appropriate. Aloe Herbal Horse Spray was a dennal sensitizer. The packet is classified as 
ACCEPTABLE. 
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•

Russell 
Jones/DC/USEP.AJUS 

06/01/2007 04:31 PM . 

Todd: 

To Todd Peterson/DCIUSEP.AJUS@EPA 

cc Manying Xue/DC/USEPAIUS@EPA 

bee 

Manying and I discussed the efficacy issue and we were a little uncertain regarding the need for any 
efficacy data since the pests targeted are considered public health pests, but the animal being protected is 
a horse, not a human. We ultimately decided that maybe the risk manager (you) might make the final call. 
I'm not sure that we really need any efficacy data. 

Russ 
RussellS. Jones, Ph.D., Senior Biologist 
Chair, Biochemical Classification Committee 
Biochemicals Branch Science Team Captain 
Biopesticides & Pollution Prevention Division (75t1P) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
2227 South Crystal Drive 
One Potomac Yard, 8th Floor 
Arlington, VA 22202 
Ph: 703/301\.5071 
FAX: 703/308-7026 
jones. russe II @epa .gov 
Visit http://W'v'M'.epa.gov/pesticides 

··-Todd Peterson/DCIUSEPA/US wrote:·-·· 

To: Manying Xue/DC/USEPA/US@EPA 
From: Todd Peterson!DC/USEPA/US 
Date: 06/0112007 03:55PM 
cc: Russell Jones/DC/USEPAIUS@EPA 
Subject: Question about Review for 66963--1 Aloe Herbal Horse Spray 

Hi Manying, 

I wanted to know if you may still have any other papers from the review for the data for this producr? 
I think there were some things I expect to get back with the review memo. 
Let me know if you have a copy of the transmittal letter, a label, or anything else that goes with this 
application. 

Also, the review states that the registrant needs to submit product performance data 
This statement is not clear1o me. 

Do you mean performance to demonstrate how often the product is to be applied? 
Or, are you saying we need to demonstrate that the product actually repels the s1ated pestS? 
Or, do we need both types of data? 

To just say performance data are needed without being just a little more specific leaves me1o wonder 
what to ask for! 
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Also, why do we need this data? If it is to support a label claim, then I understand. 
If this is in relation to human health pests, then do we need this for use on a horse? 

I apologize if I'm missing something simple. I have called up the jacket and will get some more 
information to help me once that is available. 
It appears that aside from the product performance data, we can registerthe product with changes to the 
CSF and possibly conditions that they supply other data in the near future. 

Best Regards, 

Todd Peterson, Ph.D, Biologist 
USEPA, OPP, Biopesticides and Pollution Prevention Division 
703-308-7224 
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LEWIS & 
HARRJSON 
Consultants in Government Affairs 

122 C Street N.W., Suite 740 
Washington, D.C. 20001 

telephone 202.393.3903 
1ax 202.393.3906 

January 4, 2007 HAND DELIVERED 

Document Processing Desk (APPL) 
Office of Pest'rcide Programs (7504P) 
US Environmental Protection Agency 
One Potomac Yard 
2777 S Crystal Drive 
Arlington, VA 22202 

To: Todd Peterson, Ph.D. (7511P) 
Biopesticides and Pollution Prevention Division (BPPD) 

RE: Registration Application for a New End-Use Product 
Product: Aloe Herbal Horse Spray 
EPA File Symbol: 66963-
Registrant: Espree Animal Products, Inc. 
PRIA Category 872, New Product, Me-Too, Non-Fast Track 
PRIA Fee is $0 (100% Fee Waiver Request) 

Dear Dr. Peterson: 

. . 
~ ~ ~ ... 

"~ '"' 
~... . . . 

On behalf of Rhodia Inc., I am submitting a registration application for Aloe Herbal 
Horse Spray, a new-use product. As mentioned at our September 2006 pre-submission 
meeting, thi~ product contains three active ingredients: citronella oil, ceda!Wood oil, and 
eucalyptus oil. -

PRODUCT CHEMISTRY DATA 
Aloe Herbal Horse Spray uses three unregistered actives to formulate this product. As 
mentioned at the pre-submission meeting, we are supplying certificates of analysis on 
these source materials (please refer to Volume 1 ). 

The three actives in this product are all essential oils. Since none of these materials is 
a discrete chemical, product analysis for each active (when used in combination) cannot 
be performed. Thus, we are requesting a waiver for the enforcement analytical method 
and the one-year storage stability. This waiver request is attached as Volume 3. 

Page 1 of 2 
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TOXICOLOGY 
Espree is submitting product-specific acute toxicology studies to support this 
registration. These are being submitted as Volumes 5-10. 

LABELING 
Espree is current labeling is for an indoor, non-food use product. 

EFFICACY 
No public health claims are being proposed for this product; therefore no efficacy is 
required. 

In support of this application, please find enclosed the following documents: 

1} Small Business Waiver Request 
2) Application for Pesti.cide Registration form. 
3) One (1) copy of the Confidential Statement of Formula (CSF) form for both a basic 

and alternative formulation. 
4) Five (5) copies of the proposed product label. 

0 0 

5) Certification with Respect to Data Compensation form. ..ua~• 

6) Data Matrix Chart for each of the active ingredients. 0 

0 0 

7) Product-Specific Data Matrix Chart. ""o••• 
8) Three (3) copies of the Summary of the Physical/Chemical Properties W<irksheeio:O 
9) Three (3) copies of the Product Chemistry and Acute Toxicology dafa:Vo!!Jmes. 0 

• 
Lewis & Harrison is acting on behalf of Espree as both the "Company AgenJ::ahod 
"Contact Point". Accordingly, please relay all questions and correspondence, includint] 
notification of the MRID numbers and Data Evaluation Records, directly to us. 

lf you have any questions about this submission, please contact either Eliot Harrison at 
(202) 393-3903 ext. 14 or me at (202) 393-3903 ext. 13. 

SiJTerely, 

{ ~~LL> lie,-/\__. 
Catherine Rice 
Agent for Espree Animal Products, Inc. 

Page 2 of 2 
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LEWIS & 
HARRISON 
Consultants in Govcrnmt!nt Affairs 

January 4, 2007 

122 C Slreet, N.W., Suite 740 
Wash'1ngton, D.C. 20001 

telephone 202.393.3903 
fax 202.393.3906 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504P) 
US Environmental Protection Agency 
One Potomac Yard 
2777 S Crystal Drive 
Arlington, VA 22202 

To: Todd Peterson, Ph.D. (7511P) 

RE: 

Biopesticides and Pollution Prevention Division (BPPD) 

Registration Application for a New End-Use Product 
Product: Aloe Herbal Horse Spray 
EPA File Symbol: 66963-
Registrant: Espree Animal Products, Inc. 

HAND DELIVERED 

• 

"" 0 ,. 

Data Transmittal Letter for Studies Supporting the Registration Application 
of Aloe Herbal Horse Spray 

Dear Or. Peterson: 

On behalf of Espree Animal Products, Inc., I am submitting three (3) copies of the 
following stu_dies in support of the Section 3 registration application for Aloe Herbal 
Horse Spray: -

• Volume 1 of 10 
Aloe Herbal Horse Spray: Product Identity and Composition Source Active 
Ingredients. January 3, 2007. 31 pp. 
MRID# 

• Volume 2 of 10 
Aloe Herbal Horse Spray: Product Identity and Composition, Beginning Materials, 
Formulating Process, Formation of Impurities, Preliminary Analysis, and Certified 
Limits. January 3, 2007. 4 pp. and 46 coni. pp. 
MRID# 

Page t of 3 
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• Volume 3 of 10 
Aloe Herbal Horse Spray: Wavier Request for Enforcement Analytical Method 
and Storage Stability. January 3, 2007. 9 pp. 
MRID# 

• Volume 4 of 10 
Physical and chemical Characteristics of Aloe Herbal Horse Spray: Physical 
State, Oxidation/Reduction, Corrosion Characteristics, pH, Viscosity, and 
Relative Density. November 28, 2006. 
Performing Laboratory: Case Consulting Laboratories, Jnc. 7 pp. 
MRID# 

• Volume 5 of 10 
Acute Oral Toxicity Up and Down Procedure in Rats. December:20:, ~006 • 
Performing Laboratory: Eurofins/Product Safety Laboratory. 14 ~P···: : ••• :. 
MRID# • • 

~·~··· 

• Volume 6 of 10 
Acute Dermal Toxicrty Study in Rats- Limit Test. December 20, 2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 14 pp. 
MRJD#. 

• Volume 7 of 10 
Acute Inhalation Toxicity Study in Rats- Limit Test. December 20, 2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 22 pp. 
MRID#: 

. 
• Volume 8 of 10 

Primary Eye Irritation Study in Rabbits. December 20, 2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 17 pp. 
MRID#: 

• Volume 9 of 10 
Primary Skin Irritation Study in Rabbit. December 20, 2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 15 pp. 
MRID#: 

Page 2 of 3 

• .. .. 
• 

~··· 
~.. . . . 
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• Volume 10 of 10 
Dermal Sensitization Study in Guinea Pigs (Buehler Method). December 20, 
2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 23 pp. 
MRID#: 

If you have any questions about this submission, please contact either Eliot Harrison at 
(202) 393-3903 ext 14 or me at (202) 393-3903 ext 13. 

Si~wrely, 

l 
1
CttJlljc- /l 

Catherine Rice 
Agent for Espree Animal Products, Inc. 

Page 3 of 3 

. .. 
• • 
~~ .... ~· 

• 
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Form Approved, OMB No. 2070-0060 ..... UNl, ,A) STATES ENVIRONMENTAL PROTc~ ilON AGENCY 

OEPA 401 M Street, S.W.Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reportin~: burden for this collection of information is estimated to average I hour per response for registration activities 
and t hour per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenrs 
regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing rhe burden to: Director, OPPE Information 
Management Division (2137)), U. S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not send the comptered forn1to his address. 

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98-1) 

I. PRODUCT NAME: 2. Reg. No. 

Aloe Herbal Horse Spray 66963- (not yet assigned) 

3. COMPANY NAME: 4. SUBMISSION DATE: 

Espree Artimal Products, Inc. January 4, 2007 

5. FIRST SUBMISSION I XI 
6. RESUBMISSION f. I. 

7. PESTICIDE TYPE: Antimicrobial 10. REGISTRATION lXI 

8. FORMULATED MANUFACTURING-USE PRODUCT I I " 9. END-USE PRODUCT I X[ II. REREGISTRATION I I 

13. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER# I NAME (IF KNOWN): 12. REREG CASE# 

Marshall Swindell, AD Team 33 

14. GUIDELINE REFERENCE 15. VALUE or QUALITATIVE DESRtPTtON/METHOD{s) USED 16. MRID or REPORT NO. 
NO.(GRN /TITLE WHERE APPLICABtE AL'II> REFERENCES 

Group B, Series 830-Physical and Chemical Properties (40CFR 158.190) 

-6302 Color Clear, colorless Not et assi ned 
- 6303 Phvsical State Liquid Not yet assigned 
- 6304 Odor Not Required- per PR Notice 95-2 
- 6314 Ox id ation/Re duct ion Observatiou Not yet assigned ' 

Chemical Incompatibility Exposure Upon Mixing After 24 hours 
System 

c~oosure 

Powdered Iron No signs of No signs of reaction 
reaction 

Potassium No signs of No signs of reaction 
oerman2anate reaction 
Water No signs of No signs of reaction 

reaction 
Monoammonium No signs of No signs of reaction 
nhosoate reaction 

- 6315 Flammability/Flame Not Applicable since Aloe Herbal Horse Spray does not contain any 
Extension combustible liquids. 

-6316 Explodability Not Applicable since Aloe Herbal Horse Spray does not contain any 
e~plosive i'!grcdients. 

- 6317 Storage Stability Waiver requested under 40 CFR 158.155(f}. Please refer to Volume 
3. 

- 6319 Miscibility Not Applicable since Aloe Herbal horse Spray is not to be diluted 
with petroleum solvents. 

• 6320 Corrosion This study is currently being cond uctcd. Will be submitted ort 
Characteristics comnletion. 

•··~~v 

- 6321 Dielectric Brcaltdown fli'ot Applicable since Aloe rlerl,al Hor~e S1J1 :.y is not for use around 
Voltage electrical utilities 

-7000 oH 4.90 25C Not et assi ned 
- 7111 Vicosi~y 18.266 mmz/s (eSt (!2C Noty~t assigned 
- 7300 Density/Relative Density/ 0.8435 

Bulk Oensitv Not vet assi<>ncd 
~~-~~ -EPA form 8570-36 (07/JAN/1998) 
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-0 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

__ ,_n Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per 1 

n and special review activities, including time for reading the instructions and completing the necessary forms. Send ' . ,_ -

I -· '""'""""-"· "''-'"'-'"'"' """"'"'""" ... "" •u• •t:uu'-'"!;J '""' ouroen 10: utrecwr, OPPE Information Management Division (2!37). U.S.
Do not send the form tor · 

! Oat~ Ja y 4, 2007 
· !rant's Name & Address: 

DATA MATRIX FOR End-Use Product 

! EPA Reg. 

Product 

e for 1 

66963· 
------~ 

Form Approved OMS No_ 2070-0060 

and 0.25 hours per 1 _ .
estimate or any other aspect of I 
401 M Street, s_w_, Washingwn, UL- .<U'IOU. 

1Page t of2 

Espree Products, Inc. PO Box 3650, Grapevine, TX 76051 I Aloe Herbal Horse -~E.@i'__ -
t·_c: 

"'·idetine ----------

830.1550 

a Oil (PC code 021901), Ct 
ine Study Name 

! Product ldE!ntily and Cor 

d Oil PC code 405C 
MRID I 

Not' 

~ 011 !PC code 40503) 

Espree Animal I·~~~ 
Espree Animal Produ 

I Status 

OWN 
I Not~ 

·I note 1, Volume 1 
Volume 2 

•..>U.IOUU 

the I 
De: 

1ofther s useo 10 t'roouce 1 Not ' neo Espree Animal p-- --'- OWN 

1-----

830.1650 
830.1670 
o.-,n ,.,.,.,,., 

330.-

).710: 

870.110 
70.120c-

----

). 130C.- ---

"'~40G.
.2500 
~ 

Dis 

ysical State 

nabilit_ 
jability 
•n ~·_, 

Corro: 
Oielec 
oH 

Signature (_ CttAU~!\.;'-- · {G 

~ 
uritie 

~f\11ethod 

·istics 
n voltage 

Toxicity 

EPA fwm 1>570-3519-97) Elecltonlc ,.-,~Paper ve>SFO<l• avMable S~bF!ll only Paper verSion 

Not' 

Not Yet, 
Not Yet, 
NotYel, 

Not Yet, 

Not Yet. 
Not Yet, 

Es reeAnima 
Es ree Anim~ 
Es ree, 

I ~spree Anir:_rJ§I 

Es ree, 

Espree 6f1imall 

1ime 
1ime 

Not Yet Assigned Espree Animal I 
~t Assigned Espree Anin 

s 66963 OWN 
s 66963 OWN 
~ '"'"'""'"' OWN 

ucts (669, 

) (66963 
) (66963 

:> (66963) 
$ (66963) 

__ Ns>_ 

OWN 
OWN 

lWN 

Not. 

Not Required 
f'"I\M~I 

OWN 
OWN 
OWN 
OWN 

Name and Title: Catherine Rice 
Agent for Espree Animal Products, Inc. 

Vo 
One 

e6 
e7 

eB 
,g 

,, 

Date /-f/r u( 
Agoncy lnlemal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMS No_ 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 " ' ------

Paperwork Reduction Act Notice: The public reporting bUrden for this collection of information is estimated to a~erage 0.25 hours per re-;ponse f\::r reg1~tratfJn <Jct:vitie3 and 0_25 hours per response tor 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms_ Send commer.~s regarding the burder edirr>ate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental PiO!ection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR End-Use Product ~ ,, ~ " 
~ __ ...,_,__. ___ 

j Page 1 of2 Date January 4, 2007 EPA Reg. No./File S~ijnbol ·:b&963· __ .,.,..,__ ___ -
Appticant's/Registrant's Name & Address: Product 
Espree Animai_Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lnqredientls): Citronella Oil fPC code 02191)1\, Cedarwood Oil IPC code 40505\, Eucalvntus Oil IPC code 40503\ 
deline Reference Number Guideline. Study Name MRIO Number Submitter Status No~ 

830.1550 Product Identity and Composition 

830.1600 Description of the Materials Used to Produce 
the Product 

830.1650 Descri lion of the Manufacturin Process 
830.1670 o·1scussion of Formation oflffiourities 
830.1700 Prelimina Ana sis 
830.1750 Certified Limits 
830.1800 Enforcement Anal ical Method 

Ph~~~cai/Chemical 
Pro erties 

830.6302 Color 
830.6303 PFiVsical State 
830.6304 Odor 
830.6314 Oxidation/Reduction ChemicallncomDatabilitV 
830.6315 Flammabilit -
830.6316 EXDiodabiliiV -
830.6317 Stora e stabitit -
830.6319 Miscibit'ji;" 
830.6320 Corrosion characteristics -
830.6321 Dielectric breakdown volta e 
830.7000 H 
830.7100 Viscosit 
830.7300 Densit /Relative Oensit 

870.1100 Acute Oral Toxicity 
870.1200 Acu!e Dermal T oxicit 
870.1300 Acute Inhalation Toxicity 
870.2400 Prima E e Irritation 
870.2500 Prima Dermal Irritation 

Signotuce L hll--\A- _ -
A_ Name and Title: Catherine Rice 

D•te / - '/ 0'/ Agent for Espree Animal Products, Inc. 
EI'A Form 657P·3S (9-97) Eleclronoc and Paper ,ersoon• a•aola~le Submol only l'~r •ersoon Agency lnt•m•l Uso Copy 



179

-- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No_ 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division {2137), U.S_ Environmental Proteclion Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR End-Use Product 

Date January 4, 2007 EPA Reg. No./File Symbol 66963-

Applicant's/Registrant's Name & Address: Product 
Espree Animal Products, lnc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

Ingredient(!)): Citronella 011 (PC code 021901), Cedarwood Oil_jPC code 40505), Eucalyptus Oi!_(PC code 40503) 
~ 'deline Reference Number I Guideline Study Name I MRID Number I Submitter I Status 

870.2600 Skin Sensitization 1 Not Yet Assigned Espree Animal Products (66963) I OWN 

EFFICACY 
96-9 / Product Performance I - I -

FOOTNOTES 

1 Information on the three source active ingredients is submitted as Volume 1. 

2 Waiver requested for the enforcement analytical method and storage stability since this product contains three essential oils in 
combination. The rationale for this waiver request is presented as Volume 2. 

3 Per PR Notice 95-2, these studies are not required. 

4 These data requirements are not required, as described on the attached "Summary of Physical-Chemical Properties" worksheet. 

5 The one-year corrosion characteristics study is ongoing. The study will be submitted upon completion. 

fSiO=•("·.I.·. A. 
L__ Gl:QI..lliL- '"-

Name and Title: Catherine Rice 
Agent for Espree Animal Products, lnc. 

1 Page2of2 

Note 

Volume 10 

Not required. no 
human health claims. 

Date 

1-'1 0? 
EPA Foorn S5 70-35 19·97) Eleclronoc and Paper •ers.ons a•aolable Subrnol only Papet oers.on Agency (n(emal Use Copy 

-
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form />.pproved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

i--f>.,~ __ ---

Paperwork Reduction Act Notice: The public repmting burden for this collection of information is estimated to average 0.25 hours per resl-'onse for regist.-atiol a~li\''lies and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms_ Send comment{ regardir.'g the 'iurden "!St•m<-te or any other aspect of this collection 
of information, including suggestions for reducing t'le burden to: Director, OPPE Information Management Division (2137}, U.S. Environmerlt"<\1 Prott!Ctton As.ency, 4J1 r.; Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR End~Use Product ' ,, ,, ,,,. 
' 

·""""' ) Page2of2 Date January 4, 2007 EPA Reg. No./File Syrc.bol ~£363-

Applicant's/Registrant's Name & Address: Product ' ~ '· ' 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav 

lf'"rt~_dient(s): Citronella Oil (PC code 021901 ), Cedarwood Oil (PC code 40505), Eucalyptus Oil (PC code 40503) 

.eline Reference Number Guideline Study Name MRID Number Submitter Status Note 

870.2600 Skin Sensitization 
EFFICACY 

96-9 j Product Performance I I I I 
FOOTNOTES 

:f 
_,/ 

~·p:o, Form 6570·3·5 tS.<J7) Eleclro,•c and Papoi-Versoon> ••adabl• Submll only Paper •&tsoon Agency ln!emal Uso Copy 

Dale, 
11 

--~ 

1-7 OLI fwJ\_)J_jt__ - IL Name and Title: Catherine Rice 
Agent for Espree Animal Products, Inc. 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070·0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 0 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respoiise for re.:jiStrat,on acli•III"S ;.nd 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments .rlgardin£ :~~ b;·C~n estioate or any other aspect of this collection 
ot informalion. including suggestions tor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

. ' DATA MATRIX FOR ACTIVE INGREDIENT • ,, ___ 

o,~ January 4, 2007 
' ---·--

EPA Reg_ No./File Symb61~)?6~63- I Paget of3 
Applicant'sfRegistrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sprav 

lnflredienlls): Oil of citronella PC code 0219011 
deline Reference Number Guideline -Study Name MRID Number I Submitter I Status Noo .. 
1518-10-1518-15 Product Identity, Composition, and 

Analvsis 
1518-17 PhvsicaiiChemical Prooerties 

TOXICOLOGY 
1528-10 Acute Oral Toxicity 

1528-11 Acute Dermal Toxicity 

1528-12 Acute Inhalation Toxicity 

1528-13 Primary Eye Irritation 

1528-14 Primary Dermal Irritation 

. 
1528-15 Dermal Sensitization 

., __ 1528-16 Hvnersensitivi!V 
1528-17 Microbial mutagenicity 

1528-18 lmmunotoxicltv 
1528-20 90-Davoral toxicTtV 
1528-21 90-Davdermal toxicltV 
1528-23 Devel011mental ToxicTtV 

ECOLOGICAL EFFECTS 
·-

I .<::inn"''"'" ;'')Uu~ Name and Title· Catherine Rice Dale ··1 
f1 . ' I I Ll '>') • 

L · v (__: Agent for Espree Animal products, Inc. 1 - / (j ! 
EPA FQim e57~·351\Hl7) Electronic and Paper ve>SI0<1S ava11o~le Submil ool~ Paper "''"ion. Agoncy Internal Use Copy -~-~l 



182

- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 • 

'" -~------
Paperwork Reduction Act Notice: The public reportmg burden for this collection of information is estimated to average 0.25 hours per resp011Se for re,.J•Sirat:on acti;,ilibS <ond 0.25 hoUrs per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments ~e'tprdin£: t'l":> b·Jr:hn estir:1ate :n any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
~ ,. '-.. 
~ "~ -- -

Date January 4, 2007 - EPA Reg. No./File Symbqi ·-~6,6563~ 1 Page2of3 

Applicant's/Registrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sprav 

t-.,redtent(s}: Oi! of citronella PC code 021901) 

---~ deline Reference Number Guideline Study Name MRID Number I Submitter J Status Note 

1548-6 Acute Avian Oral --
1548-7 Avian Subacute Dietarv Toxicit 
1548-8 Fish toxicit 
1548-9 Invertebrate Toxicily 

1548-10 Nontarget lants 
1548-11 Nonlarqet insects 

ENVIRONMENTAL FATE 
ALL 

---·· 

FOOTNOTES 

·:{< 
··.;..,' 

II_ Name and Tit!e: Catherine Rice, 
Agent for Espree Animal products, Inc. 

- -, 
Dole J _ '/-Q i j .u__· 

Agency lo!omal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 20i0-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 .. 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respQI1se_f?r rcgistr<:tion aCt·;;ii::E!s Jnd 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms_ Send comments,.l~gardin~ rr.e l>l'rrlen esli'l1alf' or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT . ,, .. " 

' ~ ~ ,., 

' 66363- ] Page3of3 Date January 4, 2007 EPA Reg. No./File Symb:<JI 
" Appticant's/Registranl's Name & Address: Product 

Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray -
tngredient{s): 011 of citronella (PC code 021901) · .. ::_ 

c :ideline Reference Number ! Guideline Study Name j MRID Number ! Submitter I Status I Note 

/\ 

f Sigoa'"'"Z flcL_GU~ f)_ . Name and Title: Catherine Rice, 
Agent for Espree Animal products, Inc. 

Date}-'/ 0) 
EPA Fotm aS70·3S 19·971 E•e<ot•on•o and Papor ve'><>n> avaolab•e Submol only f'apor VO<.,on. Agoncy lnlolnal Use Copy 
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·-- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070·0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respol'i:!le for rE,J:stra:;c.n activi:ie:. and "c.zs hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments reiardillg tr.~ bure'en estina•e rr any other aspect of lhis collection 
of information, including suggestions for reducing the burden to·. Director, OPPE lntormation Management Division (2137). U.S. Environment~!. ~~otecti_'.l•l 1'\gP.rory, 401 M St•eet, S.W .. Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
' '" ~--- ! Page 1 ofJ Date January 4, 2007 EPA Reg. NolFile Symbo~ ~669h3· 

Applicant's/Registrant's Name & Address: Product •· ~" 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lnaredient(s): Oil of citronella PC code 021901~ 
,.. 'deline Reference Number Guideline Study Name MRtD Number 1 Submitter 1 Status Note 

1518-10-1518-15 Product Identity, Composition, and 41785703 Candle Corp (009201) OLD (II 
Analysis 

1518-17 Physical/Chemical Properties 41785703 Candle Cor 009201) OLD (II 

TOXICOLOGY 
1528-10 Acute Oral Toxicity 41747402 Candle Corp (009201) OLD 111 

43179401 c·1tronella Joint Venture (67736) PAY 131 

1528-11 Acute Dermal Toxicity 41747403 Candle Corp (009201) OLD 111 
43167101 Citronella Joint Venture (67736) PAY (31 

1528-12 Acute Inhalation Toxicity 41747404 Candle Corp (009201) OLD (II 

43167102 Citronella Joint Venture (67736) PAY 131 

1528-13 Primary Eye Irritation 41747405 Candle Corp (009201) OLD (11 
43167103 Citronella Joint Venture (67736) PAY (31 

1528-14 Primary Dermal Irritation 41747406 Candle Corp (009201) OLD (II 
43167104 Citronella Joint Venture (67736) PAY (31 

1528-15 Dermal Sensitization 41747407 Candle Corp (009201) OLD (11 
43167105 Citronella Joint Venture (67736) PAY 131 

c 

1528-16 Hypersensitivity Not Applicable 

r 1528-17 Microbial mutagenicity 41786701 Citronella Joint Venture (67736) OLD ill 
41785702 Citronella J~i~(t Vent~~e (67736) OLD 
41747408 Candle Corp 009201 OLD 

1528-18 lmmunotoxicity - - Waiver Request (2) 

1528-20 90-Day oral toxicity - - Waiver Request (2) 

1528-21 90-Dav dermal toxicity - - Waiver Request (2) 

1528-23 Developmental Toxicity - - Waiver Request (2) 

ECOLOGICAL EFFECTS 

C(t/Uvuc--.: fu 
Name and Title: Catherine Rice, 
Agent for Espree Animal products, Inc. 

EPA Fmm 651'6-"3"5 19-97) Eleclron•c arnl Paper ve>SIOI1S available. Submol <mly Paper varsoon Agency lnlernal U$o Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070·0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respC<:r;>e for rcf,istra:iJn acti•/tie~ an·d· 'l25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments re\iardihg tl'e bur'ien esli'll~'e nr any other aspect of thiS collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 137), U.S. Environment~IJ'Jolection Ageotr:y, 40, fv, Sh-eet, S_W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
"·· ~- I Page2of3 Date January 4, 2007 EPA Reg_ No./File Symbo:~. ~ ·069.33-

Applicant's/Registrant's Name & Address: Product . _. _, 

Espree Animal Products, lnc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav 

lnoredient(s): Oil of citronella (PC code 021901\ 
':_./ 

~·lideline Reference Number Guideline Study Name MRID Number I Submitter I Status I Note 

1548-6 Acute Avian Oral 41747409 Candle Corn' 009201 OLD (1) 

1548-7 Avian Subacute Dietarv ToxidiV- - - Waiver Request (2) 

1548-8 Fish toxicrtv'" 41747410 Candle corn- 009201 OLD Ill 
1548-9 Invertebrate Toxic~ 41747411 Candle Cor 009201 OLD ( t) 

1548-10 Nontar et I ants - Waiver Request (2) 

1548-11 Nontaraet insects - - Waiver Request (2) 

ENVIRONMENTAL FATE 
ALL - - 1 Waiver Request (2) 

FOOTNOTES 

1. Per pages 28-29 of the Oil of Citronella RED, these generic data requifements have been fulfilled. 
2. Per pages 28-29 of the Oil of Citronella RED, these generiC data requirements have been waived. 
3. The Data Submitters List (9/30/2006) does not list this company {67736) as a data submitter for oil of citronella. As a result, no offer to pay letter 

has been sent 

vttronella (CAS Reg. No. 8000-29-1, OPP chemical code 02 t901) is covered by the Oil of Citronella RED. 
Page 2-3 pf the RED address the use profile: 

Type of Pesticides- biochemical- insect and animal repellent 
Use Sites: 

Indoor nonfood: Animal tfeatment- horse-show/race/special, ponies 
Indoor residential: human body/clothing while being worn (insect control); skin contact treatment, animal treatment (flea collar) 
Outdoor residential: household/domestic dwelling outdoor premise use 
Terrestrial non-food + outdoor residential: ornamental and/or shafe trees; ornamental herbaceous plants; ornamental woody shrubs and vines 

Target Pests: 
biting midges, biting flies, black flies, bugs, cats, deer flies, deer ticks, dogs, face flies, flies, flying insects, gnats, horn flies, hofse flies, house flies, 
insects, mosquitoes, "no-see-ums", stable flies 

Formulation Types registered: 

I Sigoaloce (bx{U,;\k- A _ 
EPA FormSS70-3S 19-97) Eloc~on•c ""d Paper vcr.,oos avaiToblo Submll only Pa~er verSion 

Name and Title: Catherine Rice, 
Agent for Espree Animal products, Inc. 

Date 

J-Cfo7 
Agencyln!ernal UsuCopy 

I 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Fonn Approved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

~--------

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respor..ee for re3htrat'~, activit'e£ and{' 25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments reg)rdirig thP burd~n estir>ial~ or :ony other aspect of this collection 
of mformation. including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137}, U.S. Environmental,l"r,ptectim,-Ager,cv, 401 M 3tl.,el, S.W .. Washington, DC 20460. 
Do not send the fonn to this address. 

. DATA MATRIX FOR ACTIVE INGREDIENT . "•' 
Date January 4, 2007 EPA Reg. No.!File Symbol :··'6-6963· ,, . 
Applicant'sfRegistrant's Name & Address: Product ~ ... , ' 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lngredient{s): Oil of citronella {PC code 021901) 
,. "-feline Reference Number I Guideline Study Name I MRID Number I Submitter I Status 

Liquid ready to use, impregnates material, pelleted/tableted, impregnated collar/tag 
Method and Rates of Application 

Types of treatment: hand held sprayer, cloth wipe·on, candle, cartridge, rub-on, scent post application, sprinkle by hand, flea collar 
Method and Rate: varies 
Timing: as needed 

Use Practice Limitations: None 

The proposed product will be used a fly repellent to be used on horses. The percent of citronella oil will be 0.75%. 

I Page3of3 

) Note .. 

Rationale for Waiver Request: The use patterns addressed in the RED is includes a use that is almost identical the proposed use pattern (horses); however, this is for 
indoor uses and the proposed product also includes outdoor uses. Please note that the RED does include some outdoor residential uses. Based on this, we believe that 
the RED adequately covers this use pattern. Thus, according to the RED, the generic product chemistry, ecological effects, toxicology, and environmental fate data 
requirements have either been satisfied and/or waiver. 

I Stgoat"" Zh,-t:;~vc,{_)r J1___ Name and Title: Catherine Rice, 
Agent for Espree Animal products, Inc. 

EPA Form BS70-35[S-\l7) Eleelroroc and Pape> vers1MS a•atloble Sobm11 only Paper verston Agency Internal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMS No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

' ----Paperwork Reduction Act Notice: The public reporting burden for this cotlection of information is estimated to average 0.25 hours per respons~t> for .-egi~tratior act;vl!:'!s 1nd '1.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burdf'n estiwatf' or any other aspect of this collection 
of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137). U.S. Environmentat"Ftdtection J...geol<-)t, 40 I If. S!r~:.et, S.W., Washington, OC 20460. 
Oo not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT ". 
' 

Date January 4, 2007 ' EPA Reg. No./File Symbol t 6'696~- J Page 1 of 2 

Applicant's/Registrant's Name & Address: Product 
~ ,_ .. 

Espree Animal Products, tnc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sp~ay 

~ngred'lent{s): Cedarwood oil PC code 40505} 
r:leline Reference Number Guideline .Study Name MRID Number Submitter Status Note _j 

·-" 61- Product Identity, Composition, and 
62- Analysis 

63- Physical/Chemical Properties 
TOXICOLOGY --

81-1 Acute Oral Toxicity 
81-2 Acute Dermal ToxicUv -
81-3 Acute Inhalation Toxicity 
81-4 Primarv Eve Irritation ---l 
81-5 Prim<!_ryDermallrritation j 
81-6 Skin Sensitization ' ---- I 84-2A Gene Mutation Ames Test 

84-28 Structural Chromosomal Aberration 
i 

_J 
84-4 Other Genotoxic Effects 

ECOLOGICAL EFFECTS 
71-1A Acute Avian Oral- Quail/Duck 
71-28 Avian Dietary:- Quail 
72-1A Fish toxicity - Bluegill --
72-1C Fish Toxicity -Rainbow Trout --
72-2A Invertebrate Toxicity 

ENVIRONMENTAL FATE 
835.2120/161-1 \ Hydrolysis I I 

Name and Title: Catherine Rice, _L'te 
l/'-" ·JIJ....''vl\...-.... , ,.__... Agent for Espree Animals Products tnc 1 • 'l 

EPA Fmm 6570-35 IS·S?) EleclrMIC ..,~Paper ""'"on" avaOabla Subm•l only Paparv•••<nn 

1 

• ~ . ..!.. -1- 0 / Agency Internal u .. Copy ---·---·-
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-0 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved Olvi6 No_ 2C,70-0GGO 

,. 
Paperwork Reduction Act Notice: The public reporting burden fcif-this collectiOn of information is estiOiated to average 6.25hours pe-if-feSpons~ for regi.~tratioll act.vit·~s and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments re9W£1ing tht:. burd,;n est in .atL 01 any other aspect of this collection 
of information. including suggestions for reducing the burden to; Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

nATA MATRIX ~nR ACTIVE INGREDIENT 

PC code 40505 
~- .Jideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

FOOTNOTES 

·:} 

. Name and Title: Catherine Rice, 1

1 

Date -~:::-:- ·--~ 
..- rfL Agent for Espree Animals Products, Inc. /-; ·.[.~ 7 1 

L v -~----' 
EPA F<>rm 8570-35 t9-97) ElecJr<>n•c Md Paper varSI<>ns ava1lable Submit 0!11Y Paper verSJ0!1 All"l1CY Internal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMS No. 2070-0060 

0 401 M Street, s.w. 
WASHINGTON, D.C. 20460 

PapeJWork Reduction Act Nolice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respC'n.';;e for rcf:iStr<::iJ~ie~ arid- :J.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and compte ling I he necessary forms. Send comments re~ardthg tt>e burn en esli'Tia'e "f any other aspect of this collection 
of information, including suggestions for reducing the burden to·. Director, OPPE Information Management Division {2137), U.S. Environmentai..Protectio.t Age,w.y, 40, ry, Sl•eet. S.W ., Washington, DC 20460_ 
Do not send the form to this address. '·• ' 

. DATA MATRIX FOR ACTIVE INGREDIENT 
~ ._, ,. ' 

Date January 4, 2007 EPA Reg. No./Fite Symbor ···369C3-• 
-IPagetof2 

Appticant's/Registrant's Name & Address: Product " .... ~ 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav 

lnaredient(s): Cedarwood oil PC code 40505) 
r 'ieline Reference Number Guideline Study Name ! MRID Number I Submitter I Status I Note I 

61- Product Identity, Composition, and (1 I 
62- Analysis 42319001 Whitney Corr-Pak (65813) PAY (3) 

42101201 Arbor American (65555) OLD 
41549503 Boswell R&D (63380) OLD 
42362601 P&M Consumer (66099) PAY (4) 
42362602 P&M Consumer (66099) PAY :;: 42319002 Whitnev Corr-Pak-C65813l PAY 

63- PhVSicai/Chemical PrOnerties SATISIFIED - {1) 

TOXICOLOGY 
81-1 Acute Oral Toxici - - Waiver Request {2/ 

81-2 Acute Dermal Toxicitv - - Waiver Request {2) 

81-3 Acute Inhalation Toxicitv - - Waiver Request {2) 

81-4 P(tmaN-Eve Irritation - - Waiver Request {2) 

81-5 PrimafVDermallrritation - - Waiver Request {2) 

81-6 Skin Sensitization - - waiver Request (?\ 

84-2A Gene MutatiorlTAmes Test - - Waiver Request ' 
84-28 Stfuctural Chromosomal Aberration - - Waiver Request {2) 

84-4 Other Genotoxic Effects - - Waiver Request (2) 

ECOLOGICAL EFFECTS 
71-1A Acute Avian Oral Quail/Duck - - Waiver Request {2) 

71-28 Avian Diet~ifV- Quail - - Waiver Request (2) 

72-1A Fish taxi~- Blu'8nill - Waiver Request {2) 

72-1C Fish ToxicitY- Rainbow Trout - - Waiver Request {2) 

72-2A Invertebrate Toxicitv - - Waiver Request (2) 

ENVIRONMENTAL FATE 
835.2120/161-1 I Hydrolysis I - I I - 1 Waiver Request {2) 

Name and Title: Catherine Rice, 
Agent for Espree Anima(s Products, Inc. 

Date ~ 

J-'1-0i 
EPA Farm a570-35 t9-971 ElaoOf<miC ami Paper vers1ons ava11iiiifa SvOm>l only PaP<'' vers>on Agency lmern~l Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECT JON AGENCY Form Approved OMB No_ 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of Cnformalion is estimated to average 0.25 hours per resp!llllSe for f:!JiStr<1t·on aclr.ltit"Saiid 0.25 hours per response for 
reregistration and special review aclivilies. including time for reading the instructions and completing the necessary forms_ Send comments r~arciing l<le burden esl•m:>te 'Jf any other aspect of this collection 
of information, including s~ggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmente-t~rotectiuO. Aobncy, 40 t M Screet. S.W .. Washington, DC 20460. 
Do not send the form to lh1s address. 

DATA MATRIX FOR ACTIVE INGREDIENT ... ,, ' 

Date January 4, 2007 EPA Reg. No.!File Symbol. ->66933- 1 Page2of2 
" Applicant's/Registrant's Name & Address: Product ' 
~'" 

Espree Animal Products, lnc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sprav 

lnQredien1(s): Cedarwood oil (PC code 40505} 

"'• rideline Reference Number ~line Study Name 
-········· ____ ........ ___ ....... .. ....... ______ ,_, ____ ----

/ MRtD Number ! Submitter _________ ........ , ____ , _______ , .. --- --- ~~tat~-- j Note 
----- ---

.-.,....-OTNOTES 

1. Per page 20 of the Cedarwood Oil RED, the product chemistry generic data requirements have been satisfied. 
2. Per pages 21-22 of the Cedarwood Oil RED, the ecological effects, toxicology, and environmental fate generic data can be waived. 
3. The Data Submitters List (9/30/2006) does not list this company (65813) as a data submitter for cedarwood oil. As a result, no offer to pay letter 

has been sent. 
4. The Data Submitters List (9/30/2006) does not list this company (66099) as a data submitter for cedarwood oil. As a result, no offer to pay letter 

has been sent. 

Cedarwood oil (CAS Reg. No. 800-27-9, OPP chemical code 40505) is covered by the September 1993 Cedarwood Oil RED. 
Pages 2-3 of the RED address the use profile: 

Type of Pesticides: repellenUfeeding depressant; fungicide 
Use sites: indoor residential: domestic dwellings and their contents, pets/animals (presumable cats and dogs) and their living and sleeping quarters 
Target pets: fleas, moths, mildew 
Formulation types registered: 

Ready to use spray- sprayed on animal bedding (0.48%) 
Impregnated pet collar tag (0.5%) 
Wood blocks (2-8%) 

The proposed product will be used a fly repellent to be used on horses. The percent of Cedarwood oil will be 0.50%. 

---

Rationale for Waiver Request: The use patterns addressed in the RED are slightly different from the proposed product's use pattern. However, both will be used on 
non-humans (pets vs. horses) to repel nuisance insects (fleas and moths vs. flies). Additionally, the lowest rate covered by the RED is ready to use sprays at 0.48%. In 
the concentrated form, Aloe Herbal Horse Spray contains 0.50% cedarwood oil. According to the product's use directions, this concentrate is then to be diluted with a 
minimum of 4 parts water. Thus, the end use will contain 0.129% maximum. Based on this, we believe that the RED adequately protects this use pattern. Thus, 
according to the RED, the generic product chemistry data requirements have been satisfied and the ecological effects, toxicology, and environmental fate data 
requirements can be waived. 

?.iiv-----jL-
Name and Title: Catherine Rice, 
Agent for Espree Animals Products, Inc. 

Date 

i -'1-o) 
EPA Form·a~s {9-971 Eie<;lromc ami Piiiierv~'""'"' aViiii-.ble Submil OliiY Paper vers.oo Agency lnlemal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMS No 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

"' 
Paperwork Reduction Act Notice: The public report1ng burden for this collection of information is estimated to average 0.25 hours per responi:e for reg:stratic;;-act"IV::ie~ <Jr.d 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing I he necessary torms. Send comments wi.,;ding •t><J bU'<'E''l estim~te N any other as peel of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE lnform<~tion Management Division (2137), U.S. Environmental Protection Agency, 401 M Street. S.W., Washington, DC 20460. 
Do not send the form lo this <Jddress. 

DATA MATRIX FOR ACTIVE INGREDIENT ~ -~"' 

_, ., 

Drue January 4, 2007 ' EPA Reg. No.!File Symbo~ 6696tl-,,,, _IP<~getof2 

ApplicanfsJRegistrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav 

lnqredient(s): Eucalyptus Oil PC code 40503) --
lideline Reference Number 

" 
Guideline Study Name MRIO Number Submitter Status Note 

61- Product Identity, Composition, and 
62- Analysis 
63- Physical/Chemical Properties 

TOXICOLOGY 
81-1 Acute Oral ToxidN 
81-2 Acute Dermal Toxicity 
81-3 Acute Inhalation Toxicity 
81-4 Ptimarv Eye Irritation 
81-5 Primarv Dermal Irritation 
81-6 Skin Sensitization 

84-2A Gene Mutation Ames Test 
84-28 Structural Chromosomal Aberrafron 
84-4 Other Genotoxic Effects 

152-11 Re eat dose 14-day) 
152-23 Teratogenicity 

ECOLOGICAL EFFECTS 
- 71-1A Acute Avian Oral Quail/Duck 

71-2A Avian Dietarv- Quail 
72-1A Fish toxic-~y- Blueqill --
72-1C Fish Toxicity- Rainbow Trout 
72-2A Invertebrate Toxicity 

ENVIRONMENTAL FATE 
-j 161-1 Hydrolysis I 
-~ 

I(", 
1 

J , , . _ ;f) Name and Title: Catherine Rice, ·-]5;ate , -----
L.-1/UC./~ V(____; Agent for Espree Animals Products, Inc J -rj'- tr 

EPA form 8S70-35I9.g71 Ete<trcn•c and Paper ver01nns a•a•table Subm<l onW Paper •ers•on • -------~-Agenoy Internal Use Copy --
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No_ 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 " ,., 

Paperwork Reduction Act Notice, The public reporting burden for this collection of information is estimated to average 0.25 hours per response;'for regis•ration activitiPS ?nd CJ.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms_ Send comments rega~qing the i:nm:le>~ estim.,te or .wy other aspect of this collection 
of information, including suggestions for redudng the burden to: Director, OPPE Information Management Division (2 137}, U.S. Environmental Protection Agency, 40! M Street S.W., Washington, DC 20460 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT , . 
• 

Date January 4, 2007 ' EPA Reg. No./File Symbol %6963-

Applicant's/Registrant's Name & Address: Product 

.... ,..-_____ 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lnqredient(s): Eucalyptus 011 (PC code 40503) 
jeline Reference Number I Guideline Study Name I MRID Number I Submitter I Status 

FOOTNOTES 

~--
Name and Title: Catherine Rice, 
Agent for Espree Animals Products, Inc. 

EPA FOim8570-35 !9-97) Ele<;ltonoc and Pape1 •arSJons aiaOa~g Subm,tonly Pape> va,.ion 

I Page2of2 

I Note 
---

... ·. 

---~~ 

rn;;;;;-/ d ,,, ;' ' I --·-;_ y - u .J 

Agency lnt~m•l Use Copy 
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--- --- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No_ 2070·0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

~~--~-----

Papetwork Reduction Act No1ice: The public reporting burden for this collection of in1ormation is estimated to average 0.25 hours per respon;1;o for re(;:ttratbr activili3s Jnd 0.25 hours per response for 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments reg#"rdin§ the burdf'n estirral<> or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmentai_F~<;>tection-Agent:y, 401 ,,., b'lrtoel, S.W., Washington. DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
-'" 

Date January 4, 2007 EPA Reg. NoJFile Symbol ,;GG-<163- [Page1of2 • 
Applican!'s/Registran!'s Name & Address: Product ,, 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lflgredient(s): Eucalvotus Oil (PC code 40503) 
,- 'ieline Reference Number Guideline Study Name MRID Number I Submiller I Status I Note I 

61- Product Identity, Composition, and 
62- Anal sis 
63- Physical/Chemical Pro erties 

TOXICOLOGY 
81-1 Acute Oral Toxicity - - Waiver Request (1) 

81-2 Acute Dermal Toxicity - - Waiver Request (1) 

81-3 Acute Inhalation Toxicity - - Waiver Request (I} 

81-4 Primary Eye Irritation - - Waiver Request (I} 

81-5 Primary Dermal Irritation - - Waiver Request 11) 

81-6 Skin Sensitization - - Waiver Request (1) 

84-2A Gene Mutation Ames Test - - Waiver Request (1 l 

84-28 Structural Chromosomal Aberration - - Waiver Request (1) 

84-4 Other Genotoxic Effects - - Waiver Request 11 l 

152-11 Re eat dose 14-day) - - Waiver Request (2) 

152-23 Terata enicity - - Waiver Request 

ECOLOGICAL EFFECTS ~ . 71-1A Acute Avian Oral- Quail/Duck - - Waiver Request (1) 

71-2A Avian Dietary· Quail - - Waiver Request (1) 

72-1A Fish toxicity- Blueqill - Waiver Request (1) 

72-1C Fish Toxicitv- Rainbow Trout - - Waiver Request (1) 

72-2A Invertebrate Toxicity - - Waiver Request(!) 

ENVIRONMENTAL FATE 
161-1 ! Hydrolysis I - I I - ! Waiver Request 11) 

Name and TiUe: Catherine Rice, 
Agent for EspreeAnimals Products, Inc. I Sigootu1 tt:ttuAL - )L 

t:PA Form 857Q:·3-5Jfl·97) Eleclromc aioii'Piifier·-;;,,s'""' avmlable Subm11 ciiii)dlap"' •ersoon Ayoncy lnlernal Use Copy 
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-- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMS No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reportmg burden for this collection of informalion is estimated to averE!ge 0.25 hours per respo!Oi~:3trat'c~ activi::e~ and C.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments re~rdirig thl'l burd•:m esliMal'" o• any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE tnformation Management Division (2137), U.S. Environmental);r;ptectinn_ Aget.cv, 401 M 3\l<let, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
"" 

Date January 4, 2007 EPA Reg. No.I Fiie Symbol~ I)·J96~· 
Applicant's/Registrant's Name & Address: Product " EspYee Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav 

lnoredientfs): Eucalvotus OilfPc code 40503\ 
r.:,tidetlne Reference Number I Guideline Study Name -~ MRID Number I Submitter I Status 

t---JTNOTES 

1. Per pages 63 and 64 of the Flower and Vegetables Oils RED, the ecological effects, toxicology, and environmental fate generic data can be 
waived. 

2. Waiver requested since the proposed end-use product will be for non-human use. 

Eucalyptus oil (CAS Reg. No. 8000-48-4, OPP chemical code 40503) is covered by the December 1993 Flower and Vegetable Oils RED. 
Page 7 of the RED addresses the use profile: 

Type of Pesticide: repellent and insect feeding depressant 
Use Sites: pets 
Target pests: fleas 
Formulation types registered: impregnated material (collar) 
Method and Rates of application 

Equipment- by hand 
Method and Rate- up to one ounce per animal 

Timing- as needed 
Use Practice Limitation: none 

juct covered by RED is end-use product at 1.00%. 

The proposed product will be used a fly repellent to be used on horses. The percent of Eucalyptus oil will be 0.378°/o. 

) Page2of2 

] Note 

J 

Rationale for Waiver Request: The use pattern addressed in the RED is slightly different from the proposed product's use pattern. However. both will be used on non
humans (pets vs. horses) to repel nuisance insects (fleas vs. flies). Further the RED covers end-use products rates at 1.00%. In the concentrated form, Aloe Herbal 
Horse Spray contains 0.378% eucalyptus oil. According to the product's use directions, this product is then to be diluted with a minimum of 4 parts water. Thus, the end 
use will contain 0.095% maximum. Based on this, we believe that the RED adequately protects this use pattern. Thus, according to the RED, the generic ecological 
effects, toxicology, and environmental fate data requirements can be waived. 

EPA Fonrdi5i(i:3s (9·~71 Etec~·ontC.iii1d Paper "'""'onSa;;;,,-ti~l• S...i>m•t ""iy·Pape> W'""" 
(cttuliG- A_ 

Name and Title: Catherine Rice, 
Agent for Espree Animals Products, Inc. I D''i-v-rn I 

Agency Internal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 " ' 

Paperwork Reduction Act Notice: The public reporting burden for thiS collection of information is estimated to average 0.25 hours per re..;porl'se f~r regi-~traii:Jn J~tvitie ~and 0.25 hours per response for 
reregistration and special re1/1ew activities, induding time for reacflng the ilstructions and completing the necessary forms Send commen:s regard~.9 the burder ~tifT' ate or any other aspect of th'ls coilect•on 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmeiital PrMeCtion· Agency, 401 M Street, S.W., Washington. DC 20460. 
Do not send !he form to !his address. 

. DATA MATRIX FOR End-Use Product "' . ... 
• 

·--~--·--- I Page 1 of2 Date January 4, 2007 EPA Reg. No.!File S:imbol ~b&963· 
~.-,..·.-·.--.-

Applicant's/Registrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lnoredient(s}: Citronella Oil {PC code 0219!)1), Cedarwood Oil (PC code 40505), Eucalyptus Oil (PC code 40503) 

1eline Reference Number Guideline Study Name MRIO Number Submitter Status Note 

830.1550 Product Identity and Composition 

830.1600 Description of the Materials Used to Produce 
the Product 

830.1650 Descri lion of the Manufacturin Process 
830.1670 Discussion of Formation of lmp~rities 
830.1700 Prelimina Anal sis 
830.1750 Certified Limits 
830.1800 Enforcement Anal ical Method 

Physical/Chemical 
PrOperties 

830.6302 Color 
830.6303 Physical State 
830.6304 Odor 
830.6314 Oxidation/Reduction Chemical lncompatabillty -
830.6315 Flammabilit 
830.6316 Ex lodabilit I 

~ 

830.6317 Stora e stabilit ' .. -
830.6319 Miscibilit 
830.6320 Corrosion characteristics 
830.632 I Dielectr'1c breakdown volta e 
830.7000 H 
830.7100 Viscosit 
830.7300 Oensit /Relative Densit 

I 
870.1100 Acute Oral Toxicity_ 
870.1200 Acute Dermal ToxicJ!Jr .. 
870.1300 Acute Inhalation Toxici_ty_ 

870.2400 Primary EYS! Irritation 
870.2500 Primary Dermal Irritation 

Sigoaloce L lltAGLA..- _ A_ Name and Title: Catherine Rice Dale/ _ '/ O') 
Agent for Espree Animal Products, Inc. 

c~• c~- A"~n ~< •~ ~" <'-n.o.-n.e on~ no-no .. D"onn• """"""~'D "-•·"-·' -~- Pa<>er Y<tiS.on 

'" 
,, 

"'"""" lnlo,.,>ll I•• <'.nnV • '"' 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved QMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public rep,)rting burden for this collection of information is estimated to average 0.25 hours per respons~ fo7';egisi:-ati01 a~ti\"ties :~nd 0.25 hours per response for 
rere9'stration and special review activities, including time for reading the instructions and completing the necessary forms. Send cornmentt;regardinJ the ~urden ".st•rnNe or any other aspect of this collection 
of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental ProiebiiOn'A!,iency, 4J1 r.; Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR End-Use Product ~ ., ., 
• ,,.,..,_ 
Gea63- rPage2of2 Date January 4, 2007 EPA Reg. No./File SyroJbOI 
' 

Applicant's/Registrant's Name & Address: Product 
.. 

Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav 

~gredient{s): Citronella Oil {PC code 021901), Cedarwood Oil IPC code 405051, Eucalvotus Oil /PC code 405031 
( :line Reference Number Guideline Study Name MRID Number Submitter I Status I Note 

870.2600 Skin Sensitization 

EFFICACY 
96-9 1 Product Performance I I I 

=QOTNOTES 

... 

Signature !k:JLUJL- fL 
Name and Title: Catherine Rice 
Agent for Espree Animal Products, Inc. 

Date. --~ 

1-'1·07 _I 
Agency li.i!i;nol Uso C(ipy PA Fo;m as·ro:35tS·S71 EI~Kirgnoo and Paper vars!O<ls avaolable Submot gnly Pap;or veo.,o<t 



197

- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070·0060 

0 401 M Street, S. W. 
WASHINGTON, D.C. 20460 ' 

•' ' 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respo;1se for re.,Jistral.on actt•iti"s ;.,nd 0.25 hours per response for 
reregistration and special review activities. including time lor reading the instructions and completing the necessary forms_ Send cOmments r~gardin£. (~'! b.rCan estinate or any other aspect of this collection 
of information, including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2 !37}, U.S. Environmental Protection Agency, 401 M Street. S.W., Washington, DC 20460. 
Do not send the form to 1his address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
~' "'. 
.. ~" 
~·----- I Paget ol3 Date January 4, 2007 ' EPA Reg. No./File Symb(,'i"),,,,€6f.63· 

Applican!'sJRegistrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

r-lnoredient(s}: Oit of citronella PC code 0219011 
, i!line Reference Number Guideline Study Name MRID Number 1 Submitter I Status Nole 

i 1518-10 1518-15 Product Identity, Composition. and 
Analysis 

1518-17 
- ~hysical/Chemical Pro erties 

TOXICOLOGY 
1528-10 Acute Oral Toxicity 

1528-11 Acute Dermal T oxtcity 

1528-12 Acute Inhalation Toxicity 

1528-13 Primary Eye Irritation 

1528-14 Primary Dermal Irritation 

1528-15 Dermal Sensitization 

1528-16 Hypersensitivity 
1528-17 Microbial mutagenicity I 

1528-18 lmmunotoxicitv 
1528-20 90-Day oral toxicity 
1528-21 90-D?y dermal toxici_!y__ 
1528-23 D_f:!:\felopm~t<::~l Toxi9!Y ---- - I ' -

ECOLOGICAL EFFECTS _:] 

/' 
SignatUre 7 fr, b f _ h Name and Tille: Catherine Rice, l Date 1 f_/_ , .

1 L \.A.-t7~ · () t-· Agent for Espree Animal products, Inc. 
1 

1-7- Q 
PA Foom 8570-3S 19·97) Eleclromc and Paper ver>>ons available Swbmt! only Paper versroo Agency Internal Un Copy ----·-
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DATA PACKAGE BEAN SHEET 
Date: 04-Apr-2007 

Page! ot3 

* * * Registration Information * * * 

Registration: 66963-1- ALOE HERBAL HORSE SPRAY 

Company: 66963 - ESPREE ANIMAL PRODUCTS, INC 

Risk Manager: AM 9!- Driss Benmhend- {703) 308-9525 Room# PYt S-8955 

Risk Manager Reviewer: Todd Peterson TPETERSO 

Sent Date: ----- Calculated Due Date: 14-Jun-2007 

Type ot Registration: Product Registration· Section 3 

Action Desc: (867) NEW PRODUCT;NON-FAST TRACK;MICROBIAUBIOCHEMICAL; 

Ingredients: ,s~"""pa~g~e~3c_ __________ _ 

* * * Data Package Information * * * 

Expedite: 0 Yes e No Date Sent: 04-Apr-2007 

Decision #: 373758 

DP #: (338682) 

PRIA 
Parent DP#: 

Edited Due Date: ____ _ 

Due Back: ____ _ 

DP Ingredient cs='~'~pa~g~'~''-------------------------

DP Tt!le: Product Chern and Tox 6 Pack 

CSF Included: e Yes 0 No Label Included: e Yes 0 No Parent DP ff: 

Assigned To Date In Date Out 

Drganlzation: ~B~PP~De.c/ B~P~Bo_ ______ _ _ ____ Last Possible Science Due Date: t4-Feb-2007 

Team Name:----------- Science Due Date: ____ _ 

Reviewer Name:----------- Sub Data Package Due Date: ____ _ 

Contractor Name:-----------

* * * Studies Sent for Review * * * 
Printed on Page 2 

* * * Additional Data Package for this Decision * * * 
No Additional Data Packages 

***Data Package Instructions*** 
Product chemistry and Tox six pack for old active ingredients in new end use product Please review data packages attached, CSF and related 
label language in relation to submitted data. 
Todd Peterson 703-308-7224 
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47029302 

47029302 

47029302 

47029302 

47029302 

47029302 

47029303 

47029303 

47029304 

47029304 

47029304 

47029304 

47029304 

47029304 

47029305 

Page 2 

* * • Studies Sent for Review • • • 

' I 
i i (2007) Aloe He!bal Sprny: Product 

Identity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limfts. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product 
Identity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product 
Identity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC (2007) Aloe Helbal Horse Spray: Product 
Identity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product 
Identity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product 
ldenlity and Composition, Beginning Materials, Formulating 
Process, Formation of Impurities, Preliminary Analysis, and 
Certified Limits. Unpublished study prepared by Espree Animal 
Products, Inc. 50 p. 
Lewis & Harrison, LLC {2007) Aloe Herbal Horse Spray: Wavier 
Request lor Enforcement Analytical Method and Storage Stability. 
Unpublished study prepared by Espree Animal Products, Inc. 9 p. 

Decision#: (373758) 

830. t550/Product Identity and 
composition 

830.1600/Description of materials 
used to produce the product 

830.1650/Description of formulation 
process 

830.1670/Discusslon of formation of 
impurities 

830.1700/Preliminary analysis 

830. t750/Certilied limits 

830. t800/Enlorcement analytical 
method 

Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Wavier 830.6317/Storage stabilily of product 
Request for Enforcement Analytical Mel hod and Storage Stability. 
Unpublished study prepared by Espree Anima! Products, Inc. 9 p. 
Sinning, D. (2006) Physical and Chemical Characteristlcs of Aloe 830.6303/Physical state 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density. 
Project Number: 3660/01. Unpublished study prepared by Case 
Consulting Laboratories, Inc. 7 p. 
Sinning, D. (2006) Physical and Chemical Characteristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density. 
Project Number: 3660/01. Unpublished study prepared by Case 
Consulting Laboratories, Inc. 7 p. 
Sinning, D. (2006) Physical and Chemical Characteristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosl1y and Relative Density. 
Project Number: 3660/01. Unpublished study prepared by Case 
Consulting Laboratories, Inc. 7 p. 
Sinning, D. (2006) Physical and Chemica! Characteristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relaf1ve Density. 
Project Number: 3660/01. Unpublished study prepared by Case 
Consulting Laboratories, Inc. 7 p. 
Sinning, D. (2006) Physical and Chemical Characteristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density. 
Project Number: 3660/01. Unpublished study prepared by Case 
Consulling Laboratories, Inc. 7 p. 
Sinning, D. (2006} Physical and Chemical Characteristics of Aloe 
Herbal Horse Spray: Physical State, Oxidation/Reduction, 
Corrosion Characteristics, pH, Viscosity and Relative Density. 
Project Number: 3660/01. UnpubfiShed study prepared by Case 
Consulting Laboratories, Inc. 7 p. 
Durando, J. (2006) Aloe Herbal Horse Spray: Acute Ora! Toxicity 
Up and Down Procedure in Rats. Project Number: 21101, 
P320/UDP. Unpublished study prepared by Product Safety 
laboratories. 14 p. 

830.6314/0xidizing or reducing 
action 

830.6320/Corroslon characteristics 

830.7000/pH of water solutions or 
suspensions 

830.7t00Niscosity 

830. 7300/0ensity/relative density 

870.1100/Acute Oral Toxicity 
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47029307 

47029308 

47029309 

47029310 

Page2 

II 
i p. 

Durando, J. (2006) Aloe Herbal Horse Spray: Acute Inhalation 870.1300/Acute inhalation toxicity 
Toxicity Study in Rats - Limit Test. Project Number: 2t1 03, P330. 
Unpublished study prepared by Product Safety Laboratories. 22 
p. 
Durando, J. (2006) Aloe Herbal Horse Spray: Primary Eye 870.2400/Acute eye irritation 
Irritation Study in Rabbits. Project Number: 21 t04, P324. 
Unpublished study prepared by Product Safety Laboratories. t7 
p. 
Durando, J. (2006) Aloe Herbal Horse Spray·. Primary Skin 870.2500/Acute dermal irritation 
Irritation Study in Rabbits. Project Number: 21105, P326. 
Unpublished study prepared by Product Safety Laboratories. 15 
p. 
Durando, J. (2006) Aloe Herbal Horse Spray: Dermal Sensitization 870.2600/Skin sensitization 
Study in Guinea Pigs (Buehler Method). Project Number: 21106, 
P328. Unpublished study prepared by Product Satety 
Laboratories. 23 p. 
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BPPD SCREEN PACKAGE 

l!o-i- . 
BPPD FRONT END: BPB/MPB: Team Leader: -~.£;:..·_.y,CJ,~"'h~~"'----- .• 

Pria Code/Action Code:~& 7 TearnJRAL: _ _c_ _____ _ 

ProductName:_. _ _d(o.c-:_1/cr b;,j ~~ ~""'/ 
EPA ID No. hL¥Ztf, 0 ~ Y , , 

/) ·I I[:'UC.JfL YPTUS(fliiL I " } I I 'I ~-
Active lngredient(s):vlS:','1C,X{)_i1ti'tltCr1!;opro t;ve-d?t.Lwtd. t?/) ~~ trf 

: .. ·· · ··· / . . C.tfrme/b 
Food _____i___ New SubmiSSIOn 

Non Food Reseubmisslon 

Date In BPPD: / .f.-"-1-+ '-----

Date To Screen: -42~1./-"'--'-------, 
D_ate Expected From Screen: (lO days from date in): c)/if; 1 WA#O 0 -1{) 
'iosrin Beg:;m 1\1 U\()J)A, Bz211ti>Jct Ho: . .r;. Lf Ret';rT: to BPPD: 3/ "1 I orj 

Received Date from Contactor: , 'i,I'J/o 1 ~ 
SCREEN PACKAGE NOTES: 

Pre~ Reg Meetings attached? Yes No 

Submission co~~li:es with all applicable areas of checklists? Indicate in detail on checklists 
forms when returned. . ~ 

Additional Comments per Team Leader or Screener: 

SCREEN STATUS 

Administrative:. Fail --
Scientific: ___ Fail 
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LEWIS & 
HARRISON 
Consultants In Government Affairs 

122 C Street, N.W., Suite 740 
Washington, D.C. 20001 

telephone 202.393.3903 
fax 202.393.3906 

January 4, 2007 HAND DELIVERED 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504P) 
US Environmental Protection Agency 
One Potomac Yard 
2777 S Crystal Drive 
Arlington, VA 22202 

To: 

RE: 

Todd Peterson, Ph.D. (7511P) 
Biopesticides and Pollution Prevention Division (BPPD) 

Registration Application for a New End·Use Product 
Product: Aloe Herbal Horse Spray 
EPA File Symbol: 66963-
Registrant: Espree Animal Products, Inc. 
PRIA Category 872, New Product, Me-Too, Non-Fast Track 
PRIA Fee is $0 (100% Fee Waiver Request) 

Dear Dr. Peterson: -r 

' ",, ' , , 

"''' ' ' 
' 

' , 
"', " 
' 

'' ,, 
, ''' 
, ' ' , , 

On behalf o'~~l am submitting a registration application for Aloe Herbal 
Horse Spray~~ product. As mentioned at our September 2006 pre-submission 
meeting, this product contains three active ingredients: citronella oil, cedarwood oil, and 
eucalyptus oiL 

PRODUCT CHEMISTRY DATA 
Aloe Herbal Horse Spray uses three unregistered actives to formulate this product. As 
mentioned at the pre-submission meeting, we are supplying certificates of analysis on 
these source materials (please refer to Volume 1 ). 

The three actives in this product are all essential oils. Since none of these materials is 
a discrete chemical, product analysis for each active (when used in combination) cannot 
be performed. Thus, we are requesting a waiver for the enforcement analytical method 
and the one-year storage stability. This waiver request is attached as Volume 3. 

Page 1 of2 
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TOXICOLOGY 
Espree is submitting product-specific acute toxicology studies to support this 
registration. These are being submitted as Volumes 5-10. 

LABELING 
Espree is current labeling is for an indoor, non-food use product. 

EFFICACY 
No public health claims are being proposed for this product; therefore no efficacy is 
required. 

In support of this application, please find enclosed the following documents: 

1) Small Business Waiver Request 
2) Application for Pesticide Registration form. 
3) One (1) copy of the Confidential Statement of Formula (CSF) fonn for both a basic 

and alternative formulation. 
4) Five (5) copies of the proposed product label. 
5) Certification with Respect to Data Compensation form. . • , , , , 

• 6) Data Matrix Chart for each of the active ingredients. ; • ; 
' . 

7) Product-Specific Data Matrix Chart. "· ": :""' 
8) Three (3) copies of the Summary of the Physical/Chemical Properties'wo'rksh~~L:. 
9) Three (3) copies of the Product Chemistry and Acute Toxicology dara:vol~mes. , 

, ' ' " • 
Lewis & Harrison is acting on behalf of Espree as both the "Company Agen,t:: ah,d 
"Contact Point". Accordingly, please relay all questions and correspondence, incluciing 
notification of the MRID numbers and Data Evaluation Records, directly to us. 

If you have any questions about this submission, please contact either Eliot Harrison at 
(202) 393-3903 ext. 14 or me at (202) 393-3903 ext. 13. 

Si?]'erely; 

( O:iufl.JA!v-!L· 
Catherine Rice 
Agent for Espree Animal Products, Inc. 

Page 2 of2 
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Administrative Material Screening Checklist 

Date:3/9/07 
EPA Reg. No. : 66963-1: 8-67 
Active ingredient name: Cedarwood oil, Oil of citronella, Eucalyptus oil 
Division RAL assigned (if any): 
PASS 

Admin Materials Signed Date Abs Comments 
en! 

Yes N 
0 

Form 8570-1 X 114107 • Application is for a new 

CSF - Completely filled out & original 
product use 

• Three unregistered active signature (EPA form 8570-4) 
·Ingredients used to 

inerts cleared? 
conventional or antimicrobial 

formulate the product 

actives present in formulation? 
accurate information provided • Eucalyptus oil , cedar oil 
for suppliers/source? and citronella oil has 
CSF accurately reflects label? numerous brand names; 
Additional brand name listed but not listed in the CSF 
in CSF 
note all comments 

• CSF reflects !abel 

Label 
Yes 

legible product label? 
yes 

label accurately reflects csf? 
note a!! comments 

Physical address of manufacturer on Yes, EPA est. #66963-TX-001 
label to include EPA Establishment# 

Data Matrix- Two/one for jacket; one 1/4/07 
-yes 

for FOIA (EPA Form 8570-35) X 
-yes 

supports method of support? 
reflects information reported in 
transmittal document and 
company cover letter? 
note all comments 

Formulator's exemption form (EPA 
Not present , not applicable 

form 8570-27) 
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Admin Materials Signed Date Abs Comments 
en! 

Transmittal letters X t/4107 
accurately reflects what is 
reported on data matrix? 
note all comments 

Petition/amended petition if food X Non-food use, not applicable 
tolerance or exemption/amended food 
tolerance or exemption 

petition# assigned? 
petition jacket included? 
petition complete with sections 
A-G? 
note all comments - if there 
is not evidence of a petition 
#assigned and sect. A-G 
notpresent,packagefai~. 

FR template if food tolerance or Not applicable 
exemption/amended food tolerance or 
exemption 

notice of filing template (disk) 
included? 
note all comments- a NOF 
must be present to establish 
a new tolerance exemption. 
Amendments to an existing 
to!. petition may be Agency 
Initiated in which case a 
NOF would not expected to 
be present. (If unsure, 
check with branch team 
leader) 
component in the formulation 
not cleared food use 

Certification with Respect to Citation X t/4107 Selective method with cite-all 
of Data Form (EPA Form 8570-34) - option. Offer to pay. List of data 

·if required. State method of support submitters included in the 
and indicate the EPA reg. #of the package. 
cited product if applicable. 

Minutes on data requirements (pre-
reqistration meetinq\ 

Active ingredient# (i.e. Chemical PC 
Eucalyptus oil: 840503; Oil of 
Citronella:021901; Cedar 

code) oi1:040505 
more than one active? 
are all actives housed in 
BPPD? 
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Admin Materials Signed Date Abs Comments 
en! 

Jacket from EPA ldentifyinQ Symbol 66963·1 

Are MRIDS ~ssigned? (State Yes/No Yes 
m comments 

Background Experimental Use Permit Not applicable 
information, if applicable 

request for temporary tol. 
exempt, tol. exemption or 
numeric tolerance? 
note all comments~ refer to 
petition and fr section for 
critera. 

Rev. 2/27/07 
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CHECKLIST FOR DATA PACKAGE SCIENCE SCREEN 

Active Ingredients and PC codes: Eucalyptus oil: 840503; Oil of Citronella: 021901; Cedar oil: 
040505 
Product Name: Aloe Herbal Horse Spray 
EPA Reg. No/File Symbol: 66963-I 
Petition# (if applicable): 

ochemical, Microbial, or PIP 

lOd Use 

raight-chain Lepidopteran Pheromone 
,iochemical Only) 

ow 

<perimental Use Permit 

.-4 Submission 

Bromide Alternative 

:duced Risk Product 

Product Specific Infonnation 

1ta Requirement 

oduct Label 

;p 

oduct Identity & 

anufacturing Process 

of the Fonnation of 

:rtified Limits 

Iforcement Analytical Methods 

tysical/Chemical 
40 CFR 158.190 

(as shown 

TGAI MP EP 

y 

Product 

y Yes, complete 

y Study submitted in MRID#470293-0l 

y MFlOJ#470293-02 

y Study submitted in 
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Tier I Toxicity (If no study, indicate in Comments if waiver submitted) 

;ute Oral y Study submitted in MRID#470293-05 

:ute Dermal y Study submitted in MRID#470293-06 

;ute Inhalation y Study submitted in MRID#470293-07 

:::., I.P., I.V. Ir\iection (Microbial 
Jy) 

imaty Dermal Irritation y Study submitted in MRID#470293-09 

imacy Eye Irritation y Study submitted in MRID#470293-08 

ypersensitivity y Study submitted in MRID#470293-10 

:onditionally required) 

ypersensitivity Incidents 
:onditionally required) 

~notoxicity Studies (Biochemical y Waiver requested in pp 21-22 of the Cedar wood oil 
lly) RED 

unune Response y Waiver requested in pp 21-22 of the Cedar wood oil 
RED 

ssue Culture 
ficrobial only) 

1-day Feeding Waiver requested in pp 21-22 of the Cedar wood oil 

·iochemical only) 
RED 

1-day Dermal 
Waiver requested in pp 21-22 of the Cedar wood oil 

.iochemical only) RED 

1-day Inhalation 
Waiver requested in pp 21-22 of the Cedar wood oil ·iochemical only) 
RED 

:ratogenici ty/developmental toxicity 
Waiver requested in pp 21-22 of the Cedar wood oil 

.iochemical only) RED 

Tier I Non-Target Organisms (If no study, indicate in Comments if waiver submitted) 

vian Acute Oral y Waiver requested in pp 21-22 of the Cedar wood oil 
RED 

vian Acute Dietary 
y Waiver requested in pp 21-22 of the Cedar wood oil 

RED 

eshwater Fish LC50 y Waiver requested in pp 21-22 of the Cedar wood oil 
RED 
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eshwater Invertebrate LC50 y Waiver requested in pp 21-22 of the Cedar wood oil 
RED 

Jn-target Plants 

Jn-Target Insects 

Jneybee Testing 
ficrobials only) 

Other Studies [As required by product specific data requirements( e.g. efficacy, residues) 

ficacy study Not present 
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Science Screen Comment Form 

Active Ingredients and PC codes: Eucalyptus oil: 840503; Oil of Citronella: 021901; Cedar oil: 
040505 
Product N arne: Aloe Herbal Horse Spray 
RAL: 

Status: PASS 

THIS FORM DOES NOT CONTAIN CONFIDENTIAL BUSINESS INFORMATION 

Product Chemistry: 
Data requirement is addressed by submitted studies appears to be adequate. Waiver request made for 
Enforcement analytical method and storage ability seems to be justified. For details please see above form. 

Toxicity: 
Data requirement is addressed by submitted studies request seems to be adequate and justified. 

Non-target Organisms/ Environmental Fate: 

Data requirement is addressed by cited waiver request appears to be justified. 

Product Performance (Efficacy): 
Not performed. Justification provided as "as no public health pest claim present' that is why not performed. 

Residue: 
Not present. Not required (non food, feed) 
Other non guideline or supplemental information: 

Comments/Recommendations: 
Caution: No efficacy study 



212

MEMORANDUM 

TO: -~+?-'-'"-l ____,qc]_) __ , Regulatory Manager 

FROM: Information Services Branch, ITRMD 

Your receipt of this data submission is not an 
indication that MRIDs for the enclosed studies 
have been posted in OPPIN_ 

We expect that it will be approximately s days 
from the above date before the study-level data 
is available in OPPIN_ 

If you have any questions about this process, 
please contact Teresa Downs (305-53631 

Tllis is a: C\Jful/y accepted submission 
D partially accepted submission 
D rejected submission 

NOE TO F.EG. MG?_ ?.E O?PI!' STUDY PB-0:2-SSIN"G REV 9-26<Jf 
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FEE FOR SERVICE 

=· 
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NEW APPLICATIONS 

DATE: JAN 112007 

-
FILE NUMBER: 669 103- ..L 

FEP (OPPIN ENTRY)· Li) i( tic( o7 
(Initial & date) 

FILE ROOM: ------
(Initial & date) 

SIG: ic t!lfhz 
I 

(Initial & date) 

FILE ROOM: 1)i. I - 0 

( nitial & date) 

V ASSIGN TO PM _ 11 (NO DATA) 

_JACKET TO SHELF (DATA) 
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UN!) ED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

January 17,2007 

OPP Decision Number: D-373758 
EPA File Symbol or Registration Number: 66963-1 
Product Name: ALOE HERBAL HORSE SPRAY 
EPA Receipt Date: 11-Jan-2007 
EPA Company Number: 66963 
Company Name: ESPREE ANIMAL PRODUCTS, INC 

CATHERINE RICE 
LEWIS & HARRISON, LLC 
ESPREE ANIMAL PRODUCTS, INC 
122 C STREET, NORTHWEST, SUITE 740 
WASHINGTON, DC 20001-

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application and 100% Small Business Waiver Request 

Dear Registrant: 

The Office of Pesticide Prograni.s has received your application for registration and I 00% 
small business waiver request.. If you submitted data with this application, the results of the 
PRN-86-5 screen will be communicat~d separately. During the administrative screen, the Office 
of Pesticide Programs has determined that this Action is subject to a Pesticide Registration 
Service Fee as defined in the Pesticide .Registration hnprovement Act. , 

The Action has been identified as Action Code: B67 

NEW PRODUCT;NON-FAST TRACK;MICROB!ALIBIOCHEMICAL; 
'' 

Your request for waiVer has b~n: forwarded for review. You will be notified in writing 
when a determination is made regarding your request. If the determination indicates that 
payment is due, you will receive instnictions for submitting payment at that time. 

If you have any q'!.esfions, pi~~e contact the Pesticide Registration Service Fee 
Ombudsman, at (703) 308-8260. ',·c' 

. ' ~! -~ 

Sinyerely, 

-r~(VUL~ 
Front·.End Processing Staff 
InfQ~ation Technology & Resources Management Division 

::-
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;{ 

!Fee for Service! {803948M-

This package includes the following for Division 

(OJ New Registration CAD 

cAmendment '"
1 BPPD 
CRD 

' 
'"' Studit7s? '~• Fee Waiver? I 

I 
[ill Risk Mgr. 

c:volpay % Reduction: 
I 

Receipt No. 8-\ 803948 I 
EPA File Symbol/Reg. No. I 66963-1 I 
Pin-Punch Date: I 1/11/2007 I 

0 This item is NOT subject to FFS action. 

Action Code: Parent/Child Decisions: 

Requested: I RTL I 
Granted: I 81/ I 

Amount Due: $ ~ k:DD 
' 

Reviewer: __ ,'--"-)---'---{1+(_--+----- Date: l/(l.,/o7 
I r -

Remarks: 
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PI•••• reid ft~~tructio on !Wven:• before c -~tiQI ,,.,, For!:ll A21l;r' OMB No. 2070-00& I IXDirel 2-28-95 

Unitod Statos a'Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 259579 Wouhington, DC 20460 Other 
l~qt Application for Pesticide - Section I 
I. Company/Product Numbor 2. EPA Product Manager 3. Proposed Classification 
66963- T 

0Nono 0 Aostrictad 
4. Compony/Producr &Nome) PMf 
Aloe Herbal Ho1se Spray BPPD ql 

5. Nome ond Address of Applicant (lnc/udo ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c/{3) 

Espree Animal Products, Inc. {b){i), my product is similar or identical in composition and labeling 

3250 Stone Myers Parkway '\"'-
to: 

Grapevien, TX 76-51 (i f,z_Y(l,...,_e_ r...-( EPA Reg. No. 
o ~ ')6 o':> D Chock if this is snow nddross Product Name 

Section - II 

D Amondmont - Explain bolow. u Final printed htb11lu in rapsonso to 
Agoncy totter doted 

D Aosubmission in response to Agency letter dat11d D "Me Too" AppUcation. 

D Notification- Explain below. El Orhor- Explain below. 

Explanation: Usa additional poga{s) if necossory. {for secrion I end Section II.) 

Registration appication for new end-use product Refer to cover letter lor details. 

PRIA Category 872, New, Product, Non-Fast Track. 
PRIA Fee is SO (tOO% lee waiver requested) 

Section - Ill 
1. Material This Producr Will Be Pechged In: 

Child-Resistanl Packoging Unit Pockaging Woror Sotubto Pockoging 2. Typo of Contninor 

~t ~y, ~ 
y, r;JM•"I No No 

Plastic 
No Glass 

• Certification must If "Yes" No. por If "Vas" No. per Pap or 
Unit Packaging wgt. contoinor Pockoge wgt contninor Othnr {Spncify) 

be submitttld 

3. location of Nor Contont~> lnformotion 4. Sizolsl Retail Contoinor ,5. locotion of Lobel Oiroctions 

[..:' Lobel r I Container 4 fl. oz. 32 fl. oz., 128 fl. oz (1 gallon) f:d On label 

6. Mannor in Which l11bol is Affixod to Product ~lithograph 0 Other 
Paper ~uod 
Stonci od 

Section- IV 
1. Contact Point JComp/afa iloms dir9ctly bolow for idontification of individuol to bo contaclod, if nec0'$$ory, to procoss this applicotkm.J 

Name Titlo Telophono No. !Include A ron Codo) 
Eliot Hattison Agent fot Espree Animal Ptoduct, Inc. 202-393-3903 X 14 

Certification 
' 

6., Da.'o' Application 

I cortify that tho stntamonts I hove mnd11 on this form and all ottachmonts thereto oro true, acruroto end cymptat~. Receiv&d 

I ecknowlodga that any knowtingtty feln or mislnading statement may bo punishable by fino or imprisorvJH:'nt or (~tamped I 
both undor epplicabln low. 

2 

fCtdCUvl -. /L 
3. Titlo 

" 
Agent for Espree Animal Products, Inc. 

4. Typed Nomo 5. Cere 

Catherine Rice 1-C/-07 -
- - .. . EPA Form 8570·1 !Rev. 3 941 Prov10us nd1t10ns ora obsoloto. White EPA File Copy longmsl) Yellow Applic.Mrt Copy 
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LEWIS & 
HARRISON 
Consultants in Government Affairs 

122 C Slreet, N.W., Suite 740 
Washington, D.C. 20001 

telephone 202.393.3903 
fax 202.393.3906 

January 4, 2007 HAND DELIVERED 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504P) 
US Environmental Protection Agency 
One Potomac Yard 
2777 S Crystal Drive 
Arlington, VA 22202 

To: 

RE: 

Todd Peterson, Ph.D. (7511P) 
Biopesticides and Pollution Prevention Division (BPPD) 

Registration Application for a New End-Use Product 
Product: Aloe Herbal Horse Spray 
EPA File Symbol: 66963-
Registrant: Espree Animal Products, Inc. 
PRIA Category 872, New Product, Me-Too, Non-Fast Track 
PRIA Fee is $0 (1 00% Fee Waiver Request) 

Dear Dr. Peterson: 

• 

On behalf o hodia Inc. I am submitting a registration application for Aloe Herbal 
Horse Spray, a new-use product. As mentioned at our September 2006 pre-submission 
meeting, this product contains three active ingredients: citronella oil, cedarwood oil, and 
eucalyptus oil. 

PRODUCT CHEMISTRY DATA 
Aloe Herbal Horse Spray uses three unregistered actives to formulate this product. As 
mentioned at the pre-submission meeting, we are supplying certificates of analysis on 
these source materials (please refer to Volume 1). 

The three actives in this product are all essential oils. Since none of these materials is 
a discrete chemical, product analysis for each active (when used in combination) cannot 
be perfonned. Thus, we are requesting a waiver for the enforcement analytical method 
and the one-year storage stability. This waiver request is attached as Volume 3. 

Page 1 of2 
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TOXICOLOGY 
Espree is submitting product-specific acute toxicology studies to support this 
registration. These are being submitted as Volumes 5-10. 

LABELING 
Espree is current labeling is for an indoor, non-food use product. 

EFFICACY 
No public health claims are being proposed for this product; therefore no efficacy is 
required. 

In support of this application, please f1nd enclosed the following documents: 

1) Small Business Waiver Request 
2) Application for Pesticide Registration form. 
3) One (1) copy of the Confidential Statement of Formula (CSF) form for both a basic 

and alternative formulation. 

4) Five (5) copies of the proposed product label. • • 
5) Certification with Respect to Data Compensation form. ~~A~A" -·~~~~" 

" 6) Data Matrix Chart for each of the active ingredients. ~ 
• • 

7) Product-Specific Data Matrix Chart. •'"""" ...... 
8) Three (3) copies of the Summary of the Physical/Chemical Properties worksheet.:. 
9) Three (3) copies of the Product Chemistry and Acute Toxicology daia:vo!!Jmes. • 

.• 
Lewis & Harrison is acting on behalf of Espree as both the "Company Agen.t::an,d 
"Contact Point". Accordingly, please relay all questions and correspondence, includi.nl] 
notification of the MRID numbers and Data Evaluation Records, directly to us. 

lf you have any questions about this submission, please contact either Eliot Harrison at 
(202) 393-3903 ext. 14 or me at (202) 393-3903 ext. t3. 

Si,?1e~ely; . 

{ {)d)Lcv"- (\__ 
Catherine Rice 
Agent for Espree Animal Products, Inc. 

Page 2 of2 
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LEWIS & 
HARRJSON 
Consultants in Government Affairs 

January 4, 2007 

122 C Street, N.W., Suite 740 
Washington, D.C. 20001 

telephone 202.393.3903 
fax 202.393.3906 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504P) 
US Environmental Protection Agency 
One Potomac Yard 
2777 S Crystal Drive 
Arlington, VA 22202 

To: Todd Peterson, Ph.D. (7511P) 

RE: 

Biopesticides and Pollution Prevention Division (BPPD) 

Registration Application for a New End~Use Product 
Product: Aloe Herbal Horse Spray 
EPA File Symbol: 66963-
Registrant: Espree Animal Products, Inc. 

HAND DELIVERED 

• 

... 

Data Transmittal Letter for Studies Supporting the Registration Application 
of Aloe Herbal Horse Spray 

Dear Dr. Peterson: 

On behalf of Espree Animal Products, Inc., I am submitting three (3) copies of the 
following studies in support of the Section 3 registration application for Aloe Herbal 
Horse Spray: 

• Volume 1 of 10 
Aloe Herbal Horse Spray: Product Identity and Composition Source Active 
Ingredients. January 3, 2007. 31 pp. 
MRID# 

• Volume 2 of 10 
Aloe Herbal Horse Spray: Product Identity and Composition, Beginning Materials, 
Formulating Process, Formation of Impurities, Preliminary Analysis, and Certified 
Limits. January 3, 2007. 4 pp. and 46 conf. pp. 
MRID# 

Page 1 of3 
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• Volume 3 of 10 
Aloe Herbal Horse Spray: Wavier Request for Enforcement Analytical Method 
and Storage Stability. January 3, 2007. 9 pp. 
MRID# 

• Volume4of10 
Physical and chemical Characteristics of Aloe Herbal Horse Spray: Physical 
State, Oxidation/Reduction, Corrosion Characteristics, pH, Viscosity, and 
Relative Density. November 28, 2006. 
Performing Laboratory: Case Consulting Laboratories, Inc. 7 pp. 
MRID# 

• Volume 5 of 10 .~ ... c6 

Acute Oral Toxicity Up and Down Procedure in Rats. December;20:, 2006 • 
~ ~ ~ . 

Performing Laboratory: Eurofins/Product Safety Laboratory. 14 Qp,.,. •····· 
MRID #: :. • • .. ~'"'"~ 

• Volume 6 of 10 
Acute Dermal Toxicity Study in Rats- Limit Test. December 20, 2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 14 pp. 
MRID#: 

• Volume 7 of 10 
Acute Inhalation Toxicity Study in Rats- Limrr Test. December 20, 2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 22 pp. 
MRID#: 

• Volume 8 of 10 
Primary Eye Irritation Study in Rabbrts. December 20, 2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 17 pp. 
MRID#: 

• Volume 9 of 10 
Primary Skin Irritation Study in Rabbit. December 20, 2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 15 pp. 
MRID#: 

Page 2 of 3 

• 
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• Volume 10of10 
Dermal Sensitization Study in Guinea Pigs (Buehler Method). December 20, 
2006 
Performing Laboratory: Eurofins/Product Safety Laboratory. 23 pp. 
MRID#: 

If you have any questions about this submission, please contact either Eliot Harrison at 
(202) 393-3903 ext. 14 or me at (202) 393-3903 ext. 13. 

Si71~ely, I . . 1~ l , t, bt.A..L.L.tv~ I 'v 
Catherine Rice 
Agent for Espree Animal Products, Inc. 

~ '"'""" • 

Page3of3 
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Form Approved, OMB No. 2070-0060 

ft 

OEPA 
UNl, cD STATES ENVIRONMENTAL PROTL." f!ON AGENCY 

401 M Street, S.W.Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average I hour per response for registration acJivitics 
and l hour per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments 
regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnfonnation 
Management Division (2137)), U. S. Environmental Protection Agency, 401 M Street, S.W., Washin:1on, DC 20460. Do not send the completed form to his address. 

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98-1) 

t. PRODUCT NAME: 

Aloe Herbal Horse Spray 

3. COMPANY NAME: 

Espree Animal Products, Inc. 

5. FIRST SUBMISSION f X] 
6. RESUBMtSSION /. 1' 

7. PESTICIDE TYPE: Antimicrobial 

8. FORMULATED MANUFACTURtNG-USE PRODUCT I J or 9. END-USE PRODUCT J X I 

13. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER# I NAME (IF KNOWN): 

Marshall Swindell, AD Team 33 

14. GUIDELINE REFERENCE 
NO.(GRNVTtTLE 

15. VALUE or QUALITATIVE ])ESRIPTION/METitOD(s) tJSED 
WHERE APPLICABLE AND REFERENCES 

2. Reg. No. 

66963- (not yet assigned) 

4. SUBMISSION DATE: 

January 4, 2007 

tO. REGISTRATION J X J 

II. REREGISTRATtON J J 

12. REREG CASE# 

16. MRID or REPORT NO. 

Group B, Series 830-Physical and Chemical Properties (40CFR 158.190) 

- 6302 Color 
· 6303 Ph sical State 

- 6304 Odor 
-6314 Oxidation/Reduction 

Chemical Incompatibility 

- 6315 Flammability/Flame 
Extension 

-6316 Explodability 

• 6317 Storage Stability 

-6319 Miscibility 

Clear colorless 

Li uid 
Not Required :-:per PR Notice 95-2 

Exposure 
System 

Powdered Iron 

Potassium 
permanl!',anate 
Water 

Upon Mixing 

No signs of 
reaction 
No signs of 
reaction 
No signs of 
reaction 

Monoammonium No signs of 
phospalc reaction 

Observation 

After 24 hours 
exposure 
No signs of reaction 

No signs of reaction 

No signs of reaction 

No signs of reaction 

Not Applicable since Aloe Herbal Horse Spray does not con lain any 
combustible liqufds. 

Not Applicable since Aloe Herbal Horse Spray does not contain any 
explosive in2redients. 

Waiver requested under 40 CFR 158.t55(t). Please r~fcr to Volume 
3. 

Not Applicable since Aloe Herbal horse Spray is not to be diluted 
with netroleum solvents. 

-6320 Corrosion This study is currently being conducted, Will be submitted on 

Not yet assil!.ned 
Not et assi ned 

Not yet assigned 

Characteristics completion. ; ~ ~ '· ': 
f--_-,~,~2c,~-:0~1~,1~,':,~"~-,c8o,",",~.,~.~w~,::---t~~N~o~t"A~p"p".1c;,':,~b~1 ,c,c1 ,c,c,-Ac1c,:-e ~;rl,;ijro;~'-,cs~,~,:,t,:1,-:-:,,c,c,~,c,:,c,c,c,c,:,:,:,+---~-~~---~---j 

Voltage electrical utilities - · , , ; 

• 7000 pH 4.90 25C 

-7tll Vicosi 18.266 mmlfs eSt £.2G 

· 7300 DensityfRclative Density/ 0.8435 

Not yet assigned 

Not yet assf2ned 

Bulk Densitv • Not "et assi-ned 
~~--~~~~~"~~----"----------"'~~-~~---c"-----------o__c~~·L'~~"~'"~---------' 
EPA Form 8570-36 (07/JAN/1998) 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 207()-()060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 40 t M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR End-Use Product 

Date January 4, 2007 EPA Reg. No./File Symbol 66963- \Page 1 of2 

Applicant's/Registrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray -
!!!g_redient(§_):_Citronetta Oil {PC code 021901), Cedarwood Oil (PC code40505), Eucalyptus Oil (PC code40503) 

" Guideline Reference Number Guideline Study Name MR!D Number Submitter Status Nolo 
830.1550 Product Identity and Composition Not Yet Assigned Espree Animal Products (6696~; OWN Footnote 1, Volume 1 

EsPree Anima! Products {55g53 Volume 2 
830.1600 Description of the Materials Used to Produce Not Yet Assigned Espree Anima! Products (66g63) OWN Volume 2 

the Product 
830.1650 Descri tion of the Manufacturin Process Not Yet Assi ned Es ree Anima! Products 66963 OWN Volume 2 
830.1670 Discussion of Formation of Impurities Not Yet Assigned Espree Animal Products 66963 OWN Vo!ume2 
830.1700 Prelimina Anal sis Not Yet Assi ned Es ree Animal Products 66g63 OWN Volume 2 
830.1750 Certified Limits Not Yet AssiQned Es ree Animal Products 66g63 OWN Volume 2 
830.1800 Enforcement Analytical-Method Waiver Requested Espree Animal Products 66g63 OWN Footnote 2, Volume 3 

Physical/Chemical 
Prooerties 

830.6302 Color Not Yet Assi ned Es ree Animal Products 55g53 OWN Volume 4 
830.6303 PbY_sical State Not Yet Assi ned E~_ee Animal Products 66963 OWN Volume 4 
830.6304 Odor Not R uirecl Footnote 3 
830.6314 Oxidation/Reduction Chemicallncom atabilit Not Yet Ass~ed E§Q!_ee Animal Products 66963 OWN Volume 4 
830.6315 Flammabllit NotRe uired Footnote 4 
830.6316 Ex lodabilj!y NotRe uired Footnote 4 
830.6317 Stora e stabH"1t Waiver Re uested Es ree Animal Products 66963 OWN Footnote 2, Volun-ie·::~ 
830.631g Miscibility Not Required Footnote 4 
830.6320 Corrosion characteristics Pen din Footnote 5 
830.6321 Dielectric breakdown voltaQe Not Required Footnote 4 
830.7000 oH Not Yet Ass_lg_ned E.§P_~ee Animal Products 66g63 OWN Volume4 

830;I1.Q?~---=!=:Viscosit Not Yet Assi ned Es ree Animal Products 66g63 OWN Vo!ume4 
830:730Q_:_:--=-.L·;)ensity/Relative Density Not Yet Assigned Espree Animal Products 66g63 OWN Volume 4 

TOA'iCGl::GGY 
870.1100 Acute Oral T oxicitv Not Yet Assigned Espree Animal Products (66963) OWN Volume 5 

870.12CC. -Acute Dermal Toxicity Not Yet Assigned Espree Anima! Products (66g63) OWN Volume 6 

f------970.J_~ Acute Inhalation Toxicity Not Yet Assigned Espree Animal Products (66g63) OWN Volume 7 

070.2400- :·. F;nmaN Eve Irritation Not Yet Assigned Espree Animal Products (66g63) OWN VolumeS 

870.2500 Primary Dermal Irritation Not Yet Assigned Espree Animal Products (66963) OWN Volume g 

Signature ( {tt;,l0L-A.l------- _ {L 
Name and Title: Catherine Rice t''; ~ Agent for Espree Animal Products, Inc. _, ( D1 

~PA Fa>m 6570-05 19-971 ~leclmnoca~d Paoor •e>soms available Swbmol <>nl• Paper ver51o~ • • gancy Jnlernal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 . . . . . 

PapeJWork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per rej;ponse fgr regi~tratiJn:acl~vitie:; ~and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regard;ng tho burde6 ediriiate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environffif3iltal PrO!eetion· Agency,"40 t·M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR End-Use Product ~ " -~ ... . . . . ·--.-.-.-. I Pagetof2 Date January 4, 2007 EPA Reg. No./File Sj":'mbol :tl&963:" ·· 
Applicant's/Registrant's Name & Address: -------.. -. 

Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sprav 

lnnredientls): Citronella Oil IPC code 021901\, Cedarwood Oil IPC code 40505\, Eucalvntus Oil IPC code 40503) . 
Guideline Reference Number Guideline Study Name MRID Number Submi!!er Status Note 

830.1550 Product Identity and Composition 

830.1600 Description of the Materials Used to Produce 
the Product 

830.1650 Descri lion of the Manufacturin Process 
830.1670 Discussion of Formation of lm urities 
830.1700 Prelimirla"iV Anal sis 
830.1750 Certified Limits 
830.1800 Enforcement Anai'Viical Method 

Physical/Chemical 
Pr~nerties 

830.6302 Color 
830.6303 Ph sical State 
830.6304 Odor 
830.6314 Oxidation/Reduction Chemicallncoilli)atabili!V -
830.6315 Flammabilit 
830.6316 eXOfodabili"'iV .j 
830.6317 Stora e stabilit -·-' 830.6319 MiscibilliV 
830.6320 Corrosion characteristics 
830.6321 Dielectric breakdown vol!fiO-e 
830.7000 H 
830.7100 Viscosilv 
830.7300 Densit /Relative Densitv 

I 
870.1100 Acute Oral T oxicitv 
870.1200 Acute Dermal T oxicitv 
870.1300 Acute Inhalation Toxicity 
870.2400 Primar\1 Eve Irritation 
870.2500 PrimarY Dermal Irritation 

Sigoatoce L ftt~ 
1 1 

' A_. Name and Title: Catherine Rice 
Date/-'/ O) I Agent for Espree Animal Products, Inc. 

J ~~~ ~n-- o<7n-~~ IO_m, ~, •• ,,n •.• -~n ~·~•,.••••n•• - .... l•h•~ ~ .. h-" •'""· <>--w verslOn _____ .. ·-·----yPap• .gency •I U•• copy 
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- UNlTED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No_ 2070·0060 

0 401 M Street, s.w. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The pubf1c reporting burden for this collection of ·Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR End-Use Product 

Date January 4, 2007 EPA Reg. No./File Symbol 66963- I Page2of2 

Applicanfs/Registrant's Name & Address: Product 
Espree Animal Products, lnc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav -
lngredient(s): Citronella Oil (PC code 021901), Cedarwood Oil (PC code 40505), Eucalvptus Oil (PC code 40503) 
Guideline Reference Number Guideline Study Name MRID Number Submitter Status 

870.2600 Skin Sensitization Not Yet Assigned Espree Animal Products (66963) OWN 
EFFICACY 

96-9 ) Product Performance I - I I -
----

FOOTNOTES 

1 Information on the three source a clive ingredients is submitted as Volume 1. 

2 Waiver requested for the enforcement analytical method and storage stability since this product contains three essential oils in 
combination. The rationale for this waiver request is presented as Volume 2. 

3 Per PR Notice 95-2, these studies are not required. 

4 These data requirements are not required, as described on the attached "Summary of Physical-Chemical Properties" worksheet. 

5 The one-year corrosion characteristics study is ongoing. The study will be submitted upon completion. 

--

I Sigootuce tittht ~le ~ L - Name and Title: Catherine Rice 
Agent for Espree Animal Products, lnc. 

Nolo 

Volume to 

j Not required, no 
hum§ln health claims. 

Dete/-cf. OJ 
EPA Fo.-m 8570-35 (9·!171 Eleclron•o ar>d Pap~r verSions a.a,lablo Submil only Paper vers>on Agcncylnlernal Use Copy 

-
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~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMS No. 2070-0060 

,-, 401 M Street, S.W. 
WASHINGTON, D.C. 20460 • ~ ~ 

Papmwork Reduction Act Notice: The public rep.)rting burden for this collection of information is estimated to average 0.25 hours per res~ons<1 f0r.regist:atio::l a5ti\'Jties.aild 0.25 hours per response for 
reregistralion and special review activities, including time for reading the instructions and completing the necessary forms. Send commentS regardinJ the burden :'!sl:_tn~te or any other aspect of I his collection 
of information, including suggestions for reducing the burden to: Director, OPPE tnformalion Management Division (2 t37), U.S. Environmeritlll Protet:Uon'Agency. 401 J\i Street. S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR End-Use Product • •·· •. 
Date January 4, 2007 EPA Reg. No./File Synjb~"r """'~s~,c,:'Jc.c.-".~---------r lpc,cg-,c,c,c,c,:---1 
Applicant's/Registrant's Name & Address: Product ~ ~ ~ "' " 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spra'i 

lngredient{s): Citronella Oil (PC code 021901), Cedarwood Oil (PC code 40505), Eucalyptus Oil (PC code 40503) 

Guideline Reference Number ! Guideline Study Name I MRID Number I Submitter I Status Nole 

870.2600 Skin Sensitization I 
EFFICACY 

96-9 1 Product Performance 1 .. I I I 
FOOTNOTES 

~ I Signature { ?ri . .j J] Name and Title: Catherine Rice Date. /
1 

---1 
L!t:t:J~ - 1/L-- Agent for EspreeAnimal Products, Inc. /-7 ·Q ']_j 

EPA Farm B57d-3S (9-97! Elec~an>c and Paper """an• available Submit anly Paper var,an Ag~nc1 tntornal Use Capy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070·0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 . . . ' ""' 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respoVse for re51istra~on ac!P:'ili~s ~nd 0.25 hours per 1esponse for 
reregistration and special review aclivities, including time for reading the instructions and compteling the necessary forms. Send comments"cf><lrding t.'1~ bJ;G~n estir.1ate-or any other aspect of this collection 
of informa1ion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washing1on, DC 20460. 
Do not send the form to 1his address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
·' ~- .. . . ~ . ~ . . -.-.----·----

Date January 4, 2007 EPA Reg, No./File Symb<!)_ )36!:;63- ' . 1 Page 1 of3 . . 
Applicant's/Registrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

tnqredient(s): Oil of citronella PC code 021901) 
Guideline Reference Number Guideline Study Name MR!D Number 1 Submitter I S1atus Note 

1516-10 1516-15 Product Identity, Composition, and 
Analysis 

1516-17 PhysicaVChemical Pro erties 
TOXICOLOGY ' ' 1526-10 Acute Oral Toxicity 

1528-11 Acute Dermal Toxicity 

1526-12 Acute Inhalation Toxicity 

1528·13 Primary Eye Irritation 

1526-14 Primary Dermal Irritation 
j 

1528-15 Dermal Sensitization I 
1526-16 Hypersensitivity I 
1526-17 Microbial mutagenicity I 

1528-18 lmmunotoxicit --
1526-20 90-Day oral toxicity 
1526-21 90-Day dermal toxicity_ 
1528·23 Developmental Toxicity 

j ECOLOGICAL EFFECTS 

tL ~ 
Name and Title: Catherine Rice, I D;;~!e , -.:;--.-~--~ 

. I r ,_,_ ' l ~..___ b · /L· Agent for Espree Ammal products, Inc. 1 - ; 0 J j 
EPA Form 8570·35 (\HI7) EledronJcand Paps' >ars•ons a.ailat>la Submot only Paper <ersoon Agenoy Internal Use C.;py----~----
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 " 

"" 0" 0 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respo1lse f~on actio·itit>S <tnd 0.25 hours per response for 
reregistration and special review activities. including lime for reading the instructions and completing the necessary forms. Send comments ~e.'g3rdin~.t:! b:Jr~tm esti1:18te:Or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
~ "" ,, c 

0 " -~ ,. 0 0 

w • - •• .-.-----
Date January 4, 2007 EPA Reg. No./File SymboJ~ )!6Sft3· 0 " 

0 " 

Applicant'sfRegistrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aioe Herbal Horse Spray 

Ingredient(~): Oil of citronella PC code 02190.:!_)_ 

Guideline Reference Number Guideline Study Name MRID Number I Submitter I Status 

1548-6 Acute Avian Oral 
1548-7 Avian Subacute Oietarv Toxicity 
1548-8 Fish toxicity 
1548-9 Invertebrate Toxici 

1548-10 Nontarget !ants 
1548-11 Nontarget insects 

ENVIRONMENTAL FATE 
I ALL I I I 

FOOTNOTES 

~-' - c & c u____ IL Name and Title: Catherine Rice, 
Agent for Espree Animal products, Inc. 

EPA Form 8570·35 IS·S7) Eleclr<mt<- and Paper "ersl<ms available Subm11 only Paper ""'"'on 

I Page2of3 

Note 

--------

I 

Date -~-~ 

/'clc--1 -I- 'I 
Agency lnlernaCUse Con _j 
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-0 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Pape~;Work Reduction Act Notice: The public reporting burden for this co!lection of information is estimated to average 0.25 hours per respCnse Tor ri:lgistrition acM:3s:30d 6."25 hours per response for 
reregi~!ra!ion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments,,r~gardin.'JJ~e ~t!fQen eSttriate: or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2 137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT > "~ ' 

... 
Date January 4, 2007 EPA Reg. No./Fite Symb~-~" 66363~ Page 3 of 3 
Applicant's/Registrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

Ingredients: Oil of citronella PC code 021901 ··-·-·. 
Guideline Reference Number Guideline Study Name MRIO Number Submitter Status Note 

/l 

sigrlatur[ flt)\__..Gv~..._ -(/}_ 
Name and Title: Catherine Rice, 
Agent for Espree Animal products, Inc. )oateTto) I 

Agenoy .. iiiiernol Use Copy EPA Form 35?0.35 (9·97) EleciH>nJc and P3per ""'"'"''" av,.,labla S"brM only Papa~ ve•••on. 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respoii<;e for n;iJ;StratiC:n activi~ii3L> a~Ci"C.25 hours per response for 
reregistration and special review activities, including time for reading the inslructions and completing the necessary forms. Send comments reiardiiig tl'~ burCen e<stiina~ c.r-any other aspect of this collection 
of infonnation, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environment;:~.) !';'~otecti.?li _Ag~l)(}', 401' J1fi·St>:eet, S.W., Washinglon, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
" v" v .. ~ . . - .. ~~-. I Page 1 of3 Date January 4, 2007 EPA Reg. No./File Symbol.: ~o691j~~.-- ~ ~": 

Applicanfs/Registrant's Name & Address: " 0 . 0 

Product ' "v ,, " " 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sprav 

lngredient(s): Oil of citronella PC code 021901) 
Guideline Reference Number Guideline Study Name MRID Number I Submitter I Status Note 

1518-10-1518-15 Product Identity, Composition, and 41785703 Cand(e Corp (009201) OLD (1) 

Analysis 
1518-17 Physical/Chemical Properties 41785703 Candle Coro (009201 OLD (1) 

TOXICOLOGY 
1528-10 Acute Oral Toxicity 41747402 Candle Corp (009201) OLD (1) 

43179401 Citronella Joint Venture (67736) PAY (3) 

1528-11 Acute Dermal Toxicity 41747403 Candle Corp (009201) OLD (1) 

43167101 Citronella Joint Venture (67736) PAY (3) 

1528-12 Acute Inhalation Toxicity 41747404 Candle Corp (009201) OLD (1) 

43167102 Citronella Joint Venture (67736) PAY (3) 

1528-13 Primary Eye Irritation 41747405 Candle Corp (009201) OLD (1) 

43167103 Citronel(a Joint Venture (67736) PAY [3) 

1528-14 Primary Dermal Irritation 41747406 Candle Corp (009201) OLD [I) 

43167104 Citronella Joint Venture (67736) PAY (3) 

1528-15 Dermal Sensitization 41747407 Candle Corp (009201) OLD (1) 

43167105 Citronella Joint Venture (67736) PAY (3) 
" 

1528-16 Hypersensitivity Not Applicable 

1528-17 Microbial mutagenicity 41786701 Citronella Joint Venture (67736) OLD (1) 

41785702 Citronella Joint Venture (67736) OLD 
41747408 Candle Corp (0092011 OLD 

1528-18 lmmunotoxicity " - Waiver Request (2) 

1528-20 90-Day oral toxicity - - Waiver Request (2) 

1528-21 90-Day dermal toxicity - - Waiver Request (2) 

1528-23 Developmental Toxicity . " Waiver Request (2) 

ECOLOGICAL EFFECTS 
--· 

~' 
Sigriature(__J J . tfi Name and Title: Catherine Rice, nn•~ 

_ 'Clf:;fiJvUv__; ~LJ Agent for Espree Animal products, Inc. 
~PA Form 8570.:35 i9.!iJ71 Eleclmn•c and P oper ve1Slons ava1l a<Je SuOmi I 00~ Paper vorSIOl1 Agency lnlernal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060 

0 401 M Street, s.w. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estimated to average 0.25 hours per respC.lJe for r~istra:fJn activJie:; ari"cf~.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments re6ardihg ttS:e bur(len esti!n<>)e or' any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 137), U.S. Environmenl~l:f'Jolectlo!l~AQ.e.ll~Y. 401 _!Vr Sl:reet, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
•• ~ v v " 

D•te January 4, 2007 EPA Reg. No.!File SymboZ • '069~~:: ~ ~ __ ~ I Page2of3 
Applicant's/Registran!'s Name & Address: Product " " 

~ " "'" v 

Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lngredient(s): Oil of citronella PC code 021901) 
Guideline Reference Number Guideline Study Name MRID Number I Submitter I Status Note .... .,. 

1548-6 Acute Avian Oral 41747409 Candle Corp (009201) OLD (1) 

1548-7 Avian Subacute Dietary Toxicitv - - Waiver Request (2) 

1548-8 Fish toxicity 41747410 Candle Corp (009201 OLD (1) 

1548-9 Invertebrate Toxicity 41747411 Candle Corp (009201) OLD (1) 

1548-10 Nontarqet plants - Waiver Request (2) 

1548-11 Nontaroet insects - - Waiver Request (2) 

ENVIRONMENTAL FATE 
I ALL I - I I_- Waiver Request (2) 

FOOTNOTES 

1. Per pages 28-29 of the Oil of Citronella RED, these generic data requirements have been fulfilled. 
2. Per pages 28-29 of the Oil of Citronella RED, these generic data requirements have been waived. 
3. The Data Submitters Ust (9/30/2006) does not list this company (67736) as a data submitter for oil of citronella. As a result, no offer to pay letter 

has been sent. 

Citronella (CAS Reg. No. 8000-29-1, OPP chemical code 021901) is covered by the Oil of Citronella RED. 
Page 2-3 pf the RED address the use profile: 

Type of Pesticides- biochemical- insect and animal repellent 
Use Sites: 

Indoor nonfood: Animal treatment- horse-show/race/special, ponies 
Indoor residential: human body/clothing while being worn. (insect control); skin contact treatment, animal treatment {flea collar) 
Outdoor residential: household/domestic dwelling outdoor premise use 
Terrestrial non-food+ outdoor residential: ornamental and/or share trees; ornamental herbaceous plants; ornamental woody shrubs and vines 

Target Pests: 
biting midges, biting flies, black flies, bugs, cats, deer flies, deer ticks, dogs, face flies. flies, flying insects, gnats, horn flies, hofse flies, house flies, 
insects, mosquitoes, "no-see-ums", stable flies 

Formulation Types registered: 

I 
Slgo,.u>e (I F /l 

. _ Cz:bJliL\.JG- _ \,,,,,,,c,c,c,,c,c,c;ooC•;\,;,,,-,,~,c);,;,.~,~"~onoc altl P ~per vcrs,oos a v~'t't>le Submll only Paper vers.on 

Name and Title: Catherine Rice, 
Agent for Espree Animal products, Inc. 

Date 

1407 
Agency lrltamat Usa Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMS No. 2070{1060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respor:.,"'. for regGtrat:C~1 activit:es,anlrC~25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments reg';'lrdiri9 th9 burd.~n eS!if!jat~ O! any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protectinrr Agerrcv, 40t"M O!r<Jel, S.W., Washington, DC 20460. 
Do not send the form to this address. "~ ~ ~ • " • ~ • ~ ' 

DATA MATRIX FOR ACTIVE INGREDIENT 
' - •' ' . -- ~ 

Date January 4, 2007 EPA Reg. No./File Symbol~ -£696)~": : ... : 
Applicant's/Registrant's Name & Address: Product 

< " < 
" '~ ,, " 

Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lngredient(s}: Oil of citronella (PC code 021901) 

Guideline Reference Number ! Guideline Study Name j MRID Number ! Submitter I Status 

Liquid ready to use, impregnates material, pelletedltableted, impregnated collar/tag 
Method and Rates of Application 

Types of treatment hand held sprayer, cloth wipe-on, candle, cartridge, rub-on, scent post application, sprinkle by hand, flea collar 
Method and Rate: varies 
Timing: as needed 

Use Practice Limitations: None 

The proposed product will be used a fly repellent to be used on horses. The percent of citronella oil will be 0.75'%. 

I Page3of3 

I Note 

Rationale for Waiver Request: The use patterns addressed in the RED is includes a use that is almost identical the proposed use pattern (horses); however, this is for 
indoor uses and the proposed product also includes outdoor uses. Please note that the RED does include some outdoor residential uses. Based on this, we believe that 
the RED adequately covers this use pattern. Thus, according to the RED, the generic product chemistry, ecological effects, toxicology, and environmental fate data 
requirements have either been satisfied and/or waiver. 

I Signature 7} .---~ . .h Name and Title: Catherine Rice, 
({J~lr- U C Agent for Espree Animal products, Inc. 7 

EPA Form 8570-35 {!!·97) Ele<:lrontc and Paper v"'"""" aYailable Sulmu only Pap-or •ers•on Agency lnlcmal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Fonn Approved OMS No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public re[lorting burden for this collection of information is estimated to average 0.25 hours per responS-e for -'egi'Etrati6r': acEvitl2~ :Jnd 6.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments reg;!rding th~burd~n esti~j:l.t~ or:;any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmentai'FrtHection~Mgett~~-. 401 M•S!rbel, S.W .. Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT .. ~ •• 4 

""" .. • 
~ 

Date January 4, 2007 EPA Reg. No./File Symbol:, ~s6sst- " .. " ~ l Page1of2 . . 
App!icant's/Registran!'s Name & Address: Product 

~ ~ ~"' " . 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lngredient(s): Cedarwood oil PC code 40505) "·] Guideline Reference Number Guideline Study Name MRID Number I Submitter Status Note 

61- Product Identity, Composition, and 
62- Analysis 

63- Physical/Chemical Properties 
TOXICOLOGY -----1 81-1 Acute Oral Toxidtv -

81-2 Acute Dermal Toxie;[ty ---1 81-3 Acute Inhalation Toxicity 
81-4 Primary Eye Irritation 1 
81-5 Primary DefmallrritaUon j 
81-6 Skin Sensitization ' "--

84-2A Gene Mutation Ames Test) ' ' 
84-28 Structural Chromosomal Aberration ' 
84-4 Other Genotoxic Effects 

ECOLOGICAL EFFECTS 
71-1A Acute Avian Oral Quail/Duck 
71-28 Avian Dietary- Quail 
72-1A Fish toxicity- Blueqill --
72-1C Fish Toxicity- Rainbow Trout --
72-2A Invertebrate Toxici 

ENVIRONMENTAL FATE ' 
835.2120/161-1 ljy_grolysis _j_ I i 

f -· f Name and Title: Catherine Rice, Date 
Ll"C-/lLL/L _" {L_- Agent for Espree Animals Products, Inc. J ~!/-- O"") 

EPA Form 8570-35 (9·97) Eleolromo and Paperverotons avatl:>bla Submtl ooly Paper verston Agency Internal Uso cQ;;y---·-·-··-
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved Otvi5 No. 2070-QOGO 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 " " 

~' 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respons!!J for"'regi.~traliot) actlvil~s:an~'0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments reqomling thb burd»n estin,·at~> Ol··any other aspect of this collection 
of information, including suggestions for reducing I he burden to: Director, OPPE Information Management Division {2137), U.S. Environmentat'PrOtec!iOn' Age~ncy, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT ~ ~ .. 
" 

-~~- I Page2of2 Dale January 4, 2007 EPA Reg. No./File Symbol:: 6696:F' .. 
~ ' 

Applicant'S/Registrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 

Aloe Herbal Horse Spray 

lngredient{s): Cedarwood oil (PC code 40505) ·-
Guideline Reference Number I Guideline Study Name I MRID Number I Submitter I Status I Note 

FOOTNOTES 

. Name and Tille: Catherine Rice, Date --;---_. -

L.-lil,; 1 __... JL Agent for Espree Animals Products, Inc. I /--~f-07 
EPA Form 85Y0-35 19-97) EleCitonoc and Pap-ot ...,,.,ons av01lable Submll only Pap-or veosion Agency lnlemai Use Copy ·------·-
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respcri§e for rc~istra!i:}n activ;tte;:; a0-d-J.25 hours per response for 
reregistration and special review activities, including time for reacting the instructions and completing the necessary forms_ Send comments re[Jard!hg ttie burden Eistblale or' any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environment~tfsotect~ofl.Ag_eDgY. 40·r ]/1'St~et, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
~ " ~ ~ 

Date January 4, 2007 EPA Reg. No.!File Symbot" 369s3-~ : 
•• 

--~ Page 1 of 2 

Applicant's/Registrant's Name & Address: Product 
. . 
~ w ~ 0 " . . 

Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav 

Ingredient(~\: Cedarwood oil PC code 40505) 

Guideline Reference Number Guideline Study Name MRID Number I Submitter Status Note ... 

61· Product Identity, Composition, and (1 I 
62- Analysis 42319001 Whitney Corr-Pak (65813) PAY (3) 

42101201 Arbor American (65555) OLD 
41549503 Boswell R&D (63380) OLD 
42362601 P&M Consumer (66099) PAY (4) 
42362602 P&M Consumer (66099) PAY :;: 42319002 Whitnev Corr-Pak-1658131 PAY 

63- PlrJsicai/Chemical Pro;:;;-erties SATISIFIED - (1) 

TOXICOLOGY 
81-1 Acute Oral Toxicitv - - Waiver Request {2) 

81-2 Acute Dermal T oxicTtV - - Waiver Request {2) 

81-3 Acute Inhalation ToxicitV - - Waiver Request {2) 

81-4 Prim~ Eve Irritation - - Waiver Request {2) 

81-5 Primarv Dermal Irritation - - Waiver Request {2) 

81-6 Skin Sensitization - - Waiver Request (?\ 

84-2A Gene Mutation lAmes Test - - Waiver Request 

84-28 Structural Chromosomal Aberration - - Waiver Request (2f' 

84-4 Other Genotoxic Effects - - Waiver Request {2) 

ECOLOGICAL EFFECTS 
71-1A Acute Avian Ora( Quail/Duck - - Waiver Request (2) 

71-28 Avian Dietarv- Quail - - Waiver Request {2) 

72-1A Fish toxiCitv - 81u8C.Iu - Waiver Request {2) 

72-1C Fish ToxidfV- Rainbow Trout - - Waiver Request {2} 

72-2A Invertebrate Toxicitv - - Waiver Request {2) 

ENVIRONMENTAL FATE 
835.2120/161-1 Hvdrolvsis - I - Waiver Request {2) 

'CW\.J-AJv~L 
Name and Title: Catherine Rice, 
Agent for Espree Animals Products, Inc. 

Date 
j -{j-0) 

EPA Form 8570-3519-97) l:laclronrc a;.;(fhp<ll "''"""'" aVil>.i;>bi8 Subm11 only Paper verSron Agency lnlernal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden ror this collection of information is estimated to average 0.25 hours per respor!se for r_e)istrufon acti•:ifics an·ct:0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments r~aroing t!te bu(den ~est!mete§f any other aspect of this collection 
of information, including suggestions ror reducing the burden to: Director, OPPE tnrormation Management Oivision {21 37), U.S. Environmentai' Protectiun A~~;ncy, 4(11 fill S)reet, S.W .. Washington, DC 20460. 
Do not send the form to this address. ~ - " ~ ··- " " ~ ' -

DATA MATRIX FOR ACTIVE INGREDIENT 
" ~ •' -

Date January 4, 2007 EPA Reg. No./File SymbC! ~ c669f~~ .. - :. I Page2of2 

Applicant'sJRegistrant's Name & Address: Product 
~ ~ " . 
w ~- w . . 

Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Sorav 

tnoredientls): Cedarwood oil (PC code 405051 

Guideline Reference Number I Guideline Study Name I MRID Number I Submitter I Status I Note 

FOOTNOTES 

1. Per page 20 of the Cedarwood Oil RED, the product chemistry generic data requirements have been satisfied. 
2. Per pages 21-22 of the Cedarwood Oil RED, the ecological effects, toxicology, and environmental fate generic data can be waived. 
3. The Data Submitters List (9/30/2006) does not list this company (65813) as a data submitter for cedarwood oi!. As a result, no offer to pay letter 

has been sent. 
4. The Data Submitters List (9/30/2006) does not list this company (66099) as a data submitter for cedarwood oil. As a result, no offer to pay letter 

has been sent 

Cedarwood oil (CAS Reg. No. 800-27-9, OPP chemical code 40505) is covered by the September 1993 Cedarwood Oil RED. 
Pages 2-3 of the RED address the use profile: 

Type of Pesticides: repellent/feeding depressant; fungicide 
Use sites: indoor residential: domestic dwellings and their contents, pets/animals (presumable cats and dogs) and their living and sleeping quarters 
Target pets: fleas, moths, mildew 
Formulation types registered: 

Ready to use spray- sprayed on animal bedding (0.48%) 
Impregnated pet collar tag (0.5%) 
Wood blocks (2-8%) 

The proposed product will be used a fly repellent to be used on horses. The percent of Cedarwood oil will be 0.50%. 

... 

Rationale for Waiver Request: The use patterns addressed in the RED are slightly different from the proposed product's use pattern. However, both will be used on 
non-humans (pets vs. horses) to repel nuisance insects (fleas and moths vs. flies). Additionally, the lowest rate covered by the RED is ready to use sprays at 0.48%. In 
the concentrated form, Aloe Herbal Horse Spray contains 0.50% cedarwood oiL According to the product's use directions, this concentrate is then to be diluted with a 
minimum of 4 parts water. Thus, the end use will contain 0.129% maximum. Based on this, we believe that the RED adequately protects this use pattern. Thus, 
according to the RED, the generic product chemistry data requirements have been satisfied and the ecological effects, toxicology, and environmental fate data 
requirements can be waived. 

Name and Title: Catherine Rice, 
Agent for Espree Animals Products, Inc. 

Date -

i4-0! 
Agency Internal Use Copy 
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: - UNITED STATES ENVIRONMENTAL PROTECTION AGENCY form Approved OMB No. 2070·0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

'' ' 

Paperwork Reduction Act Notice: The public reporting burden for lhis collection of information is estimated to average 0.25 hours per responCe fOr reg:Strati6nac·iiV~Te6 ar.d 0.25 hours per response for 
i reregistration and special review activ~ies, including time for reading the instructions and completing the necessary forms. Send comments reS::<.rding ,~~-01,bU:<"!:€'.>1 estiri13te Cr any other aspect of this collection 

of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 t37), U.S. Environmenlal Protection Agency, 40t M Streel, S.W., Washington, DC 20460. 
Do not send lhe form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT "~ '" ~ ~ 

••• 
Date January 4, 2007 EPA Reg. No./File Symbol: "6~~~6~- ~ 1 Page 1 of2 . ~ 

Applicant's/Registrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Scray 

lngredient{s): Eucalyptus Oil PC code 40503) ~ 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

61, Product Identity, Composition, and 
62- Analvsis 
63, Phvsicai!Chemica! Pro erties 

TOXICOLOGY 
81-1 Acute Oral Toxicity 
81-2 Acute Dermal Toxicity 
81-3 Acute Inhalation Toxicity 
81-4 Primarv Eve Irritation 
81,5 Primary DermallrritatiDn 
81-6 Skin Sensitization 

84,2A Gene Mutation Ames Test 
84-28 Structural Chromosomal Aberration 
84-4 Other Genotoxic Effects 

152-11 Repeat dose 14-dav) 
152-23 Terata enicit '-i ECOLOGICAL EFFECTS 
71-1A Acute Avian Oral- Quai!!Duck 
71-2A Avian Dietary· Quail 
72-1A Fish toxicity- Blueqill --72-1C Fish Toxicity- Rainbow Trout 
72-2A Invertebrate Toxicity 

ENVIRONMENTAL FATE 
! 161-1 H drol sis I 

~ .~ 

Name and Title: Catherine Rice, 
Agent for Espree Animals Products, Inc. ]5;

---~ 

/j ,•;c) ! 

- ~J!_ ___ I 
Agency Internal Use Copy EPA Form 8570-35[9-97) Electronic ,.rn:~ Paper vers.ons ava>iabie Subml only Pa~er verSion 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 " ": ..... 

"" 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response~for ri:!gis:ration:acti'llities ;>_ndJf.25 hours per response·for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the Ourderl estim10te·or <1ny other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental PiOlectiorl A9erlCY;'40 t M"Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT '" ~ "- " .. " 
" " 

Date January 4, 2007 EPA Reg. No./File Symbol 56963-:: .. -- " I Page2of2 

Applicant's/Registrant's Name & Address: Product 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lngredient(s): Eucalyptus Oil (PC code 40503) 

Guideline Reference Number I Guideline Study Name I MRID Number I Submitter I Status j Note 

FOOTNOTES 

L:'"'1c' . j . - v--- t . , "'" ""'"·~ """' ~ sa•a•lable u and Papo' verSion 35 t9·97) Eleclron•c EPA Form 6570· 

Name and Title: Catherine Rice, 
Agent for Espree Animals Products, Inc. 

' -·--l 
Oa,e/d[J7 1 

;- 1 · . I 
Agoncy lntemaiUso Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070·0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respon:;c for re~iEtrati:l6 activiti2S .:ml 0:·25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regerdinQ the~ burden estirr:aw: or"any other aspect of this collection 
of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental fj~tectio.fl:~ge~r;y_, 401 rul_Strt-,et, S.W., Washington, OC 20460. 
Do not send the form to this address. 

DATA MATRIX FOR ACTIVE INGREDIENT 
w " "' " 

EPA Reg. No.!File Symbol ~£~63: 
. 

1Page1of2 Date January 4, 2007 . - " 

Applicant's/Registrant's Name & Address: " " -Product . 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 

lngredientls): Eucalvotus Oil PC code 40503} 

Aloe Herbal Horse Sprav 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

61- Product Identity, Composition, and 
62- Analvsis 
63- Ph sicai/Chemical Prooerties 

TOXICOLOGY 
81-1 Acute Oral Toxicitv - - Waiver Request (t} 

81-2 Acute Dermal ToxicttV - - Waiver Request (1} 

81-3 Acute Inhalation Toxi~ - - Waiver Request {1} 

81-4 Prim~ Irritation - - Waiver Request {1} 

81-5 Primarv Dermal Irritation - - Waiver Request (1} 

81-6 Skin Sensitization . . Waiver Request {1) 

84-2A Gene Mutation iAmes Test - - Waiver Request {1} 

84-28 Structural Chromosomal Aberration - - Waiver Request (1) 

84-4 Other Genotoxic Effects - - Waiver Request {1} 

152-11 Re eat doseT14-dav~ - - Waiver Request {2} 

152-23 Teratoaenicitv - - Waiver Request 

ECOLOGICAL EFFECTS 
71-1A Acute Avian Oral Quail/Duck . . Waiver Request (1} 

71-2A Avian Dieta;:;J Qua·ll - . Waiver Request {1} 

72-1A Fish toxidtV- Blu8n"ill - Waiver Request (t} 

72-1C Fish T oxicitv - Rainbow Trout - - Waiver Request (1) 

72-2A Invertebrate T oxicitv - - Waiver Request (t) 

ENVIRONMENTAL FATE 
161-1 I Hvdrolvs1s I - I I - ! Waiver Request {1} 

Name and Title: Catherine Rice, 
Agent for Espree Animals Products, Inc. 

Signatun 

ul- !L 
EPA Foron 8570-35 (9-97) lecJronJc and -Paper versoons avaolali-iE> Svhm•l only Paper vm>lon Agency lnlernal Use Copy 
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070.0060 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respor:~ for reJ["strat:C.~es.an·d·C25 hours per response for 
reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments reg:ilrdirfg th:'l burdjn eSiir;:lat~ o_, any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Prolectiorr Agencv, 401·M·311eet, S.W., Washington, DC 20460. 
Do not send the form to this address. ~ ~" ·· ~ ~ ~ ·-- ·~ " ·· 

DATA MATRIX FOR ACTIVE INGREDIENT 
~ ~" -

Date January 4, 2007 EPA Reg. No./File Symbol~ ~ags:; .. -
Applicant's/Registrant's Name & Address: Product ' 

•' .. - . 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray 

lngredient(s}: Eucalyptus Oil (PC code 40503) 
Guideline Reference Number I Guideline Study Name I MRtD Number I Submitter I Status 

FOOTNOTES 

1. Per pages 63 and 64 of the Flower and Vegetables Oils RED, the ecological effects, toxicology, and environmental fate generic data can be 
waived. 

2. Waiver requested since the proposed end~use product will be for non~human use. 

Eucalyptus oil {CAS Reg. No. 8000~48-4, OPP chemical code 40503) is covered by the December 1993 Flower and Vegetable Oils RED. 
Page 7 of the RED addresses the use profile: 

Type of Pesticide: repellent and insect feeding depressant 
use Sites: pets 
Target pests: fleas 
Formulation types registered: impregnated material (collar) 
Method and Rates of application 

Equipment- by hand 
Method and Rate- up to one ounce per animal 

Timing- as needed 
Use Practice Limitation: none 

Product covered by RED is end-use product at 1.00%. 

The proposed product will be used a fly repellent to be used on horses. The percent of Eucalyptus oil will be 0.378%. 

I Page2of2 

I Note 

Rationale for Waiver Request: The use pattern addressed in the RED is slightly different from the proposed product's use pattern. However, both will be used on non
humans {pets vs. horses) to repel nuisance insects {fleas vs. flies). Further the RED covers end~use products rates at 1.00%. In the concentrated form, Aloe Herbal 
Horse Spray contains 0.378% eucalyptus oil. According to the product's use directions, this product is then to be diluted with a minimum of 4 parts water. Thus, the end 
use will contain 0.095% maximum. Based on this, we believe that the RED adequately protects this use pattern. Thus, according to the RED, the generic ecological 
effects, toxicology, and environmental fate data requirements can be waived. 

-0 

Name and Title: Catherine Rice, 
Agent for Espree Animals Products, Inc. 

Date. . 

1-Cf-01 I Sigoatoce. Cl+L_JLJl>~ /L 
EPA Form 8576:3s !9-97) Electronii:··;;nd· Paper '''""'ons ,;-;;;;;·ia~le SulxM only Pape1 vers.oo Agency Internal Uso Copy 
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Pesticide Data Submitters List 

By Active Chemical Code
September 30, 2006 Edition 

REPORT OF PESTICIDE DATA SUBMITTERS IN EPA FILES BY CHEMICAL 

CHEMICAL CHEMICAL NAME 
000011 Nethane, iodo-

COMPAllY# 066330 
DATA TYPES 

EU AT EC FN EF OT 
XX xx 

CHEMICAL CHEMICAL NAME 

ARYSTA LIFESCIEllCE NORTH AMERICA CORPORATION 

PARK WEST II 15401 WESTON PKWY SlJITE 150 
CARY, NC 27513 

000013 Trichlorofluoromethane 

COMPANY# 000499 
DATA TYPES 

Ell AT EC FN EF OT 
XX XX 

CON FAtlY# 066607 
DATA TYPES • 

Ell AT EC F\1 El" OT 
XX 

CHEMICAL CHEMICAL NAME 

WHIT~IIRE MICRO-GEll RESEARCH LABORATORIES INC 
3568 TREE CT INDUSTRIAL BLVD 
ST LOUIS, MO 63122 

SPRAY DRIFT TASK FORCE 
1900 K STREET, N\'1 
l·lASHINGTON, DC 20006 

000014 Dichlorodifluoromethane 

CQt1PANY!i-
DATA 

EU AT EC 

COl1PA11YII' 
DATA 

::;u AT EC 

CHEJ:HCAL CHEMICAL 
000101 Glycolic 

CONPANY# 
DATA 

EU AT EC 

COM? AllY# 
• DATA 
EO AT EC 

XX XX 

CHEMIC!'.L CHEMICAL 

000111 Aluminum 

C0!1PANY# 
DATA 

EU AT EC 

000499 
TYPE;S 

FN EF OT 
XX XX 

066607 
TYPES 

F\'l EF OT 
XX 

NAME 
acid 

005813 
TYPES 
FYI EF OT 

XX 

071654 
TYPES 
FN EF OT 

XX XX 

NAME 
powder 

001913 
TYPES 
tlq EF OT 

l'IHinliRE l1ICRO-GE11 RESEARCH LABORATORIES INC 
3568 TREE CT IllDUSTRIAL BLVD 
ST LOUIS, MO 63122 

SPRAY DRIFT TASK FORCE 
1900 K STREET, 1111 

WASHINGTOll, DC 20006 

CLOROX CO., THE 
C/0 PSI:RC 
PO BOX 493 
?LEASANTON, CA 94566 

S. I. DUPOllT DE NEMOURS AND COMPA."lY 
DUP011T CHEMICAL SOLUTI011S ENTERPRISE 
!?0 BOX 80402 
lHLM ItlGTOtl, DE 198 8 0 

DRACKETT PRODUCTS CO, THE 
8310 16TH ST. MS486 
STURTEVAllT, WI 5 317 7 

' "'' 

'' '' 
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EU AT EC FW EF OT 
XX 

COMPANY# 
DATA 

EU AT EC 

·CO~!PANY¥. 

DATA 
EU " EC 

XX 

COMPANY# 
DATA 

EU AT EC 

COMPANY# 
DATA 

EU AT EC 

074286 
TYPES 
FW EF 0' 

XX 

074331 
TYPES 
FW EF OT 

074888 
TYPES 
fW EF OT 

XX 

081857 
'I'YPES 
FW EF OT 

XX 

CHENICAL CHEMICAL NAJI.lE 

EL CAJON, CA 92020 

DISHI"iASHER MAGIC 
PO BOX 640 
HOCKESSIN, DE 197070640 

STERIFX INC. 
INTERTECH SCIENCE PARK 
1431 DALZELL STREET 
SHREVEPORT, LA 71103 

RESIDENTIAL EXPOSURE JOINT VENTURE {REJV) 
900 17TH STREET, Nl"l, SUITE 300 
HASHINGTON, DC 20006 

BIOLOGICAL SOLUTIONS LLC 
900 E LIBERTY ST. 
SUMTER, SC 29153 

021802 1,2,3-Propanetricarboxylic acid, 2-hydroxy-, ammonium salt 

COMPANY# 005197 
DATA TYPES 

EU AT EC "' EF OT 
XX 

~CHENICAL CHE~!ICAL NAME 
021901 Oil of citrconella 

COMPANY# 000059 
DATA TYPES 

EU ·" EC F\'l EF OT 
XX XX 

COMPANY# 000134 
DATA TYPES 

EU AT EC FW EF 0' 
XX XX 

CONPANY# 000270 
DATA TYPES 

EU AT EC "' EF OT 
XX 

COHPANY# 009201 
DATA TYPES 

EU AT EC Fl"l EF OT 
XX XX XX 

COMPANY# 065233 
DATA TYPES 

EU AT EC F\>1 EF OT 
XX 

COMPANY It 066607 
DATA TYPES 

EU AT EC F\>1 EF OT 
XX 

COMPANY# 073878 
DATA TYPES 

EU AT EC FN EF OT 
XX XX 

CONPJl.NY# 074888 

SYSTENS GENERAL, INC. 
PO BOX 152~ 70 
IRVING, TX 75015 

COOPERS ANIMAL li.EALTH INC 
421 EJl.ST HAI"lLEY ST 
NUNDELEIN, IL 60060 

HESS & CLARK INC 
110 HOPKINS DRIVE 
RANDOLPH, \•II 53956 

FARNfu~ COMPANIES INC 
PO BOX 34820 
PHOENIX, AZ 85067 

CANDLE CORP OF AMERICA 
999 EAST TOUHY AVE, SUITE 450 
DES PLAlNS, IL 60018 

PRIMAVERA LABORATORIES, INC 
1000 POTOl1AC STREET, NW, 5TH FLOOR 
~lASHINGTON, DC 20007 

SPRAY DRIFT TASK fORCE , ' ''' 
1900 K STREET, N\•1 
WASHINGTON, DC 20006 

GLOBAL CONTAINER GROUP TRADING COMPANY, LLC 
1101 17TH ST NW, SUITE 500 
"\'lASHINGTON, DC 20036 

RESIDENTIAL EXPOSURE JOINT VENTURE (REJV) 



245

DATA TYPES • 
EU AT EC F\'1 EF OT 

'" 
COM<' ANY# 080657 

DATA TYPES • 
EU AT EC F\'1 EF OT 

XX 

COMPANY# 082868 
DATA TYPES • 

EU AT EC FN EF OT 
XX 

CHEMICAL CHEMIC.I\L NAt>lE 
022003 Coal "' 

COMPANY#- 066607 
DATA TY92S 

EU AT EC F\'1 EF OT 
XX 

CHEMICAL CHEMICAL NAME 

900 17TH STREET, N~l, SUITE 300 
1'1ASHINGTON, DC 20006 

THE CO~lPANION GROUP 
30856 ROCKY ROAD 
GREELEY, CO 806319375 

ROSEJ:.lONT VENTURES, INC. 
ONE GATEI•IAY CENTER, SUITE 409 
NE11TON 1 MA 02458 

SPRAY DRIFT TASK FORCE 
1900 K STREET, NW 
1'1ASHINGTON, DC 20006 

022101 Cresylic acid, coal tar acids, coal tar phenols, a~ coal tar cresols 

COMPANY# 
DATA 

Ell AT EC 

CO~lPANY# 

• DATA 
Ell AT EC 

COMPANY# 
DATA 

EU AT EC 

COMPANY# 
• DATA 
EU AT EC 

COMPANY# 
• DATA 
EU AT EC 

COMPANY# 
• DATA 
Ell AT EC 

COMPANY# 
DATA 

EU AT EC 

C0!1PANY# 
DATA 

EU AT EC 

COMPANY# 
DATA 

EU AT EC 
XX 

000052 
TYPES • 
FW EF OT 

XX 

000059 
TYPES • 
FW EF OT 

XX 

000134 
TYPES • 
FW EF OT 

XX 

000363 
TYPES 
FW EF OT 

XX 

000475 
TYPES 
Fl'l EF OT 

XX 

000551 
TYPES 
Fl~ EF OT 

XX 

000984 
TYPES 
Fi-1 EF OT 

XX 

002155 
TYPES 
FW EF OT 

XX 

006035 
TYPES 
F~l EF OT 

WEST CHEMICAL PRODUCTS, INC. 
l\IEST pENETONE CORPORATION 
700 GOTHAM PARKWAY 
CARLSTADT, NJ 07072 

COOPERS ANIMAL HEALTH INC 
421 EAST HAI"ILEY ST 
MUNDELEIN, IL 60060 

HESS & CLARK INC 
110 HOPKINS DRIVE 
RANDOLPH, WI 53956 

COOPERS CREEK CHEJ:.liCAL CORP 
W / S RIVER ROAD 
l\IEST CONSHOHOCKEN, PI". 19428 

RECI<ITT BENCKISER INC. 
MORRIS CORPORATE CENTER IV 
PO BOX 0225 
PARSIPPANY, NJ 07054 

CAMERON BAIRD 
445 TILDEN ROAD 
SCITUATE, ~~ 02066 

l1HITJ:.lOYER LAB INC 
19 NORTH RAILROAD ST. 
MYERSTOl"lN, PA 17067 

I. SCHNEID 
PO BOX 16247 
ATLANTA, GA 30321 

VINELAND LABORATORIES 
2285 E. LANDIS ./WE. 
VZNELAND, NJ 08360 

'' ,, 

' . } '' 
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• DATA TYPES • 
EU AT EC F~l EF OT 

XX XX 

COMPANY# 000731 
• DATA TYPES • 
Ell AT EC FO> EF OT 

XX 

COMPANY# 004169 
* DATA TYPES * 
Ell AT EC F~I EF OT 

XX 

COMPANY# 010141 
DATA TYPES • 

EU AT EC FW EF OT 
XX 

COMPANY# 066607 
DATJI. TYPES 

EU AT EC Fl~ SF OT 
XX 

CHEMICAL CHEMICAL NAME 
040503 Oil of eucalyptus 

~CHEMICAL 
040505 

COMPANY# 
* DATA 

000305 
TYPES • 

Ell AT EC FW EF OT 

XX 

COMPANY# 010487 
o;..TA TYPES * 

EU AT EC FW EF OT 
XX 

COMPANY# 066607 
DATA TYPES 

Ell AT EC fW EF OT 
XX 

COMPANY# 
DATA 

Ell AT EC 

074888 
TYPES 
FN EF OT 

XX 

CHEMICAL NA!-lE 
Cedarwood oil 

COMPANY# 010487 
DATA TYPES 

Ell AT EC nl EF OT 
XX 

CHEMICAL CHEt.nCAL NAME 
040506 Cinnamaidehyde 

COMPANY# 041847 
* DATA TYPES 
EU i'.T EC F\f EF OT 

XX XX XX 

COMPANY# 0.51036 
DATA TYPES 

EU AT EC FVJ EF OT 
XX 

COMPANY# 058866 
DATA TYPES • 

9055 FREE\'l[i..Y DRIVE 
MACEDONIA, OH 44056 

SUDBURY LABORATORY INC 
6 OCTOBER HILL RD. 
HOLLISTON, MA 01746 

ABORN CHEMICAL INDUSTRIES INC 
92 YORK AVE 
RANDOLPH, l1A 02368 

HOLLISTON LABORATORIES INC 
440 TOTTEN POND RD 
WALTHAM, MA 02154 

SPRAY DRIFT TASK FORCE 
1900 K STREET, NW 
l~ASHINGTON, DC 20006 

UNTIED INDUSTRIES 
D/B/A NPC BRANDS, 

CORP. 
INC. 

PO BOX 4406 
BRIDGETON, !10 63044 

THE DONNELLY COMPANY 
6002 TOPEKA DRIVE 
TARZANA, c;.. 91356 

SPRAY DRIFT TASK FORCE 
1900 K STREET, NW 
WASHINGTON, DC 20006 

RESIDENTIAL EXPOSURE JOINT 
900 17TH STREET, N\~, SUITE 
WASHINGTON, DC 20006 

THE DONNELLY COMPANY 
6002 TOPEKA DRIVE 
TARZANA, CA 91356 

MOBIL CHEMICAL CONPANY 

VENTURE 
300 

(REJV) 

729 PITTSFORD-PALMYRA RD, TECHNICAL CENTER RT #31 
MACEDON, NY 14502 

BASF S?ARKS LLC 
PO BOX 13528 
RESEARCH TRIANGLE PARK, NC 27709 

PROGUARD INC 
PO BOX 550 

' 
) 0 ' ' ' ' 
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form ,CMB No, 

ft UN!, ~D STATES ENVIRONMENTAL PROTL- ,\oN AGENCY 

OEPA 401 M Street, S.W.Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1 hour per response for registration activities 

and I hour per response for reregistration and special review activities, including time for reading the instruc~0;n;~~~~;~p!eting the ne~e~fr~ci;;ns. Send comments 
regarding burden est~~a:~?)), any other aspect of this collection of i;~~rmation, i :)'or · the burden to: , OPPE lnfonumion 
Management Division U.S. Environmemal Protection M Street, in I his address. ' 

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98-1) 

I, PRODUCT NAME: 2, Reg. No. 

Aloe Herbal Horse 66963· (not yet assigned) 

3. COMPANY NAME: 4, SUBMISSION DATE: 

Espree Animal Inc. January 4, 2007 

~:~~~~~SUBMISSION II~] 7. PESTICIDE TYPE: Antimicrobial 10. REGISTRATION lXI 

8. FORMULATED MANUFACTURING-USE PRODUCT j I " 9. END-USE PRODUCT I XI II. REREGISTRATION I I 

13. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER# I NAME (IF KNOWN): 12, REREG CASE# 

Marshall Swindell, AD Team 33 

14. GUI~~~INE REFE~~NCE 15. VALUE or QUALITATIVE DESRIPTION/METHOD(s) USED 16. MRID or REPORT NO. 
WHERE Al'PLICABLE AJ\'D REFERENCES 

Group B, Series 830-Physical and Chemical Properties (40CFR 158.190) 

~ldot/OOIR<d"<tlo" 
~ I , 

Noti 1-p"PR, 

' Not yet assigned 
Chemical Incompatibility Exposure Upon Mixing After 24 hours 

System 

Powdered Iron No si~ns of No signs of reaction 

Potassium NO>Ig,>Of No signs of reaction , 

Water No si~ns of No signs of reaction 

No si~ns of No signs of reaction 

-6315 I I I .! florseSpraydoesnotcontain any 
; '"'"'"'' - 6316 Explodability Herbal Horse Spray does not contain any 

- 6317 St"''" ~ c to Vol"m' 

-6319 ' ' I ' "'"'I hom Spc>y ;, oot to be dll"'•" 
with 

- 6320 This ~tu~y is currently bei?g c~nducted. Will be submitted on 
Cl , ' ''" 

-6321 

:if""" 
- i' ,. ': , :,:-• Spdy ;, ootfoc "'""""" 

Volt''' 
pH Noty<t' 

; 

-7 ' """'"/ ; Not yot' ; 
-~ 
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,, I,OMBNo. 

.ft UNI1 d) STATES ENVIRONMENTAL PROTE~, ION AGENCY 

OEPA 401 M Street, S.W.Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average I hour per response for registration activities 
and ~tl~,our per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments 

i burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information 
t Division (2137)), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not send the " form to his address. 

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notke 98-1) 

I, PRODUCT NAME: 2, Reg. No. 

Aloe Herbal Horse "'P~, 66963~ (not yet assigned) 

3. COMPANY NAME: 4, SUBMISSION DATE: 

Espree Animal Products, Inc. January 4, 2007 

~: :~~~TR~~,!~~~~IONr' ~I 7. PESTICIDE TYPE: Antimicrobial 10. REGISTRATION I X I 

8- FORMULATED MANUFACTURING~USE PRODUCT 1 IO< 9. END~USE PRODUCT I XI II. REREGISTRATION I I 

t3. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER# I NAME (IF KNOWN): 12. REREG CASE# 

Marshall Swindell, AD Team 33 

14. GUI~~~INE REFERENCE 15. VALUE or QUALITATIVE DESRIPTION/,VIETI-IOD{s) IJSED 16. MRID or REPORT NO. 
WHERE APPLtCABLE AND REFERENCES 

Group B, Series and Chemical (40CFR 158,190) 

-~03 PI Llqold 
-6304 Od0< Not] -wPRI 
~6314 ( ' ' Not yet assigned 

Cl!emicallncompatibilily Exposure Upon Mixing After 24 hours 
System 

Powdered Iron No si~ns of No signs of reaction 

Potassium No si?ns of No signs of reaction 

Water No si~ns of No signs of reaction 

No·~~-"! of No signs of reaction 

- 6315 I o H"bol """ '"' mh ;Hhl< llqold>. 
~ 63t6 I o ,;,,Aloe H«boll y dooo any 

~6317 Storage ~~aiver requested under 40 CFR 158.155(1). Please refer to Volume 

- 6319 ' lo oloeo Aloo H«boll yisnottol 
with I 

- 6320 This ~tu~y is currently beif.!g c~nducted. Will be submitted on 
I ' _; - ; '' ' ' 

-6321 I I Not I o olooo Aloo] •.. ,. --;' 'poiy loootfO< "'""""' 

~ ~~ 
~;tllltl<> ' ' 

Notyot 

- ' Density! 0.8435 
-Bol~ Not yot. 

CPA 1·orm ~Y/U-J61 
1 

I -.. , 



249

Form Approved 0 N MB o. 2070.{)06 . - L. ,,TED STATES ENVIRONMENTAL PROTl .ION AGENCY 

0 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration activities and 0.25 hours per response for reregistration and special review activities, including time for read"mg the instructions and completing 
the necessary forms_ Send comments regarding the burden estimate or any other aspect of this collection of information, including suggestions for reducing 
the burden to: Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

Certification with Respect to Citation of Data 

Applicant's/Registrant's Name, Address and Telephone Number EPA Registration Number/ F1le Symbol 
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 66963- (not yet assigned) 

Active lngredient(s) and/or representative test compound(s): Date 
Citronella Oil (~F code 021901), Cedatwood Oil (PC code 40505), Eucalyptus Oil 
(PC code 40503 

January 4, 2007 

General use pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name 
Indoor non-food Aloe Herbal Horse Spray 

'NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you 
do not need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27). 

D I am responding to a Data Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data 
Matrix form should be used for thi~pu!:Q9s~): 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) 

D I am using the cite-all method of support, and have included with I2J I am using the selective method of support (or cite-all option 
this form a list of companies sent offers of compensation (the under the selective method), and have included with this form a 
Data Matrix form should be used for this purpose). completed list of data requirements (the Data Matrix form must 

be used). 

SECTION ll: GENERAL OFFER TO PAY 

!Required if using the cite-all method or when using the cite---all option under the selective method to satisfy one or more data requirements] 

I2J I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by 
FIFRA . ., 

• • • j;' 

''', SECTION Ill: CERTIFICATION • . 
,..,.. !'- ... 

• 
I certifY that this <'<P9!h~<jtjon for registration, this form for reregistration, or this Data Call-In Notice is supported by all data submitted 

or cited in thPs ~99 1idation fo~ \egistration, the form for reregistration, or this Data Call-In response. ln addition, if cite-all option under the 
selective methbd is fndicated iiJ Section I, this application is supported by all data in the Agency's files that (1) concern the properties or 
effects of this,nrp?•;~St or arl ic:"Snlical or substantially similar product, or one or more of the ingredients in this product; and (2) is a type of 
data that would be required to~ be 'Submitted under the data requirements in effect on the date of approval of this application if the 
application sought the initi21 rciqistl-ation of a product of identical or similar composition and uses. ' ' , , ' _, 

I certffj that:for each exclusive use study cited in support of this registration or reregistration, that 1 am the original submitter or that 
I have obtained the written permission of the original submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am 
the original data submitter; (b) I have obtained the written permission of the original data submitter to use this study in support of this 
application; (c) all periods of eligibility for compensation have expired for the study; (d) the study is in the public literature; or (e) I have 
notified in writing the company that submitted the study and have offered (i) to pay compensation to the extent required by sections 
3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA: and (ii) to commence negotiations to determine the amount and terms of compensation, if any, to be 
pald for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of 
thelr delivery in accordance with sections 3(c)(1 )(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the agency upon 
request. Should I fail to produce such evidence to the Agency upon request. I understand that the Agency may initiate action to deny, 
cancel or suspend the registration of my product in conformity with FIFRA. 

I certify that the statements l have made on this form and all attachments to it are true, accurate and complete. I 
acknowledge that any knowingly false or misleading statements may be punishable by fine or imprisonment or both under 
applicable law. 

s;''t"'rH-)UUr-- iTl Date 
Typed or Printed Name and Title 

/-'! 07 Catherine Rice, Agent for Espree Animal Products, Inc. 

- . EPA Fonn 8570 34 (9 97) ElectrOnic and Paper vers10ns available. Subm1t only Paper vers1on . 
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' 

ALOE HERBAL HORSE SPRAY 
Fly Repellent 

1:5 Concentrate 
Repels Flies, Gnats and Mosquitoes 

Contains Aloe Vera, Sunscreen and Coat Conditioners 
32 Fl oz. (946 ml) 

Active Ingredients: 
Citronella Oil 
Cedarwood Oil 
Eucalyptus Oil 

Other Ingredients: 
TOTAL: 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

0.75% 
0.50% 

0.378% 
98.372% 

100% 

' ''' See back panel for additional precautionary statements. 
"··-,----==.cc===.c==c.=..===~=='--------' 
'''' 

. 
EP;t;. ·R~g. No: :66963-1 

' 

Aloe Herbal Horse Spray 
December 2006 

EPA Est No.: 66963-TX-001 

Page 1 of 3 
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ALOE HERBAL HORSE SPRAY 

A gentle, effective blend of natural botanical oils to repel flies, gnats, mosquitoes 
and other flying insects on horses. Contains coat conditioners and sunscreen which 
promote a healthy coat and protection from the sun. Made with human grade 
ingredients, Aloe Herbal Horse Spray provides your horse long lasting protection. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
SHAKE CONTIANER BEFORE EACH APPLICATION. 
General Directions: Apply in a covered area (i.e., stalls, barn, etc.). Brush coat to remove 
excess dirt and dust. For best results apply to a clean horse. 
Dilution Directions: To be used in a clean spray container of your choice. Dilute with 5 
parts water to 1 part horse spray. For more stubborn cases, dilute 4 parts water to 1 part 
horse spray. 
Application Directions: Hold spray container 10 to 12 inches from coat for best 
application. Apply with cloth to facial area. Do not use on animals intended for human 
consumption. 

STORAGE AND DISPOSAL 
Db riot contaminate water, food or feed by storage or disposal. 

' 
PE'~tlCIDE; Si~ORAGE: Store only in a cool, dry area inaccessible to children and pets. Keep 
container tigil~l)';G\osed when not in use. 

' "' " . . . 
PEST!CIDF; D~SPOSAL: Wastes resulting from use of this product may be used on site or at an 
apPr,oved wa.;;te, di:jposal facility. . ' 

" "', 
CONTAINER DISPOSAL: 
If empty: Do not reuse this container. Place in trash or offer for recycling if available. 
If partly filled: Call your local solid waste agency or 800-CLEANUP for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may 
cause allergic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or 
using tobacco. 

Aloe Herbal Horse Spray 
December 2006 

Page 2 of 3 
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ENVIRONMENTAL HAZARDS 
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or 
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of 
equipment washwater or rinsate. 

FIRST AID 
Have the product container or label with you when calling a poison control center or doctor, or 

going for treatment. 
If on skin: • Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a poison control center or doctor for treatment advice. 

If in eyes: • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for further treatment advice. 

Manufactured By: 
Espree Animal Products, Inc. 
3250 Stone Myers Parkway 
Grapevine, TX 76051 
www.espree.com 
1 :~q9;328-1317 

','' ",' 
' 

Aloe Herbal Horse Spray 
Oecember 2006 

Page 3 of3 
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ALOE HERBAL HORSE SPRAY 
Fly Repellent 

1:5 Concentrate 
Repels Flies, Gnats and Mosquitoes 

Contains Aloe Vera, Sunscreen and Coat Conditioners 
32 Fl oz. (946 ml) 

Active Ingredients: 
Citronella Oil 
Cedarwood Oil 
Eucalyptus Oil 

Other Ingredients: 
TOTAL: 

0.75% 
0.50% 

0.378% 
98.372% 

100% 

KEEP OUT OF REACH OF CHILDREN 

'' . . , '' 
,, ,, 

")" 
' ' 

CAUTION 

See back panel for additional precautionary statements. 

E!'~b~,R~g. No-: :66963-I EPA Est. No.: 66963-TX-001 

Aloe Herbal Horse Spray 
December 2006 

Page 1 of3 
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ALOE HERBAL HORSE SPRAY 

A gentle, effective blend of natural botanical oils to repel flies, gnats, mosquitoes 
and other flying insects on horses. Contains coat conditioners and sunscreen which 
promote a healthy coat and protection from the sun. Made with human grade 
ingredients, Aloe Herbal Horse Spray provides your horse long lasting protection. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
SHAKE CONTIANER BEFORE EACH APPLICATION. 
General Directions: Apply in a covered area (i.e., stalls, barn, etc.). Brush coat to remove 
excess dirt and dust. For best results apply to a clean horse. 
Dilution Directions: To be used in a clean spray container of your choice. Dilute with 5 
parts water to 1 part horse spray. For more stubborn cases, dilute 4 parts water to 1 part 
horse spray. 
Application Directions: Hold spray container 10 to 12 inches from coat for best 
application. Apply with cloth to facial area. Do not use on animals intended for human 
consumption. 

STORAGE AND DISPOSAL 
D~, t)9t _contaminate water, food or feed by storage or disposal. 

PE'STICIDE S,T,ORAGE: Store only in a cool, dry area inaccessible to children and pets. Keep 
coniain~r tig!l~ly;glosed when not in use. 

' '," ' 
' " 

PERTJCIDFi P,.~$f0SAL: Wastes resulting from use of this product may be used on site or at an 
apr)r.oved wa:;ts di~posal facility. 

CUN'fAINER DISPOSAL: 
If empty: Do not reuse this container. Place in trash or offer for recycling if available. 
If partly filled: Call your local solid waste agency or 800-CLEANUP for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may 
cause allergic reactions in some individuals. Avoid contact with eyes, skin ot clothing. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or 
using tobacco. 

Aloe Herbal Horse Spray 
December 2006 

Page 2 of 3 
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ENVIRONMENTAL HAZARDS 
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or 
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of 
equipment washwater or rinsate. 

FIRST AID 
Have the product container or label with you when calling a poison control center or doctor, or 

going for treatment. 
If on skin: • Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a poison control center or doctor for treatment advice. 

If in eyes: • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the fust 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for further treatment advice. 

Manufactured By: 
Espree Animal Products, Inc. 
3250 Stone Myers Parkway 
Grapevine, TX 76051 
WW\&.espree.com 
1:aoo:328-1317 "; ., 

' ''' 

' 
'> ' 

" ", 

Aloe Herbal Horse Spray 
December 2006 

Page3of3 
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ALOE HERBAL HORSE SPRAY 
Fly Repellent 

1:5 Concentrate 
Repels Flies, Gnats and Mosquitoes 

Contains Aloe Vera, Sunscreen and Coat Conditioners 
32 Fl oz. (946 ml) 

Active Ingredients: 
Citronella Oil 
Cedarwood Oil 
Eucalyptus Oil 

Other Ingredients: 
TOTAL: 

0.75% 
0.50% 

0.378% 
98.372% 

100% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

' , '' See back panel for additional recautionary statements. 

' 
EPfd14g. No.: :66963-1 

Aloe Herbal Horse Spray 
December 2006 

EPA Est. No.: 66963-TX-001 

Page 1 of 3 
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ALOE HERBAL HORSE SPRAY 

A gentle, effective blend of natural botanical oils to repel flies, gnats, mosquitoes 
and other flying insects on horses. Contains coat conditioners and sunscreen which 
promote a healthy coat and protection from the sun. Made with human grade 
ingredients, Aloe Herbal Horse Spray provides your horse long lasting protection. 

DIRECTIONS FOR USE 
It is a violation ofFederallaw to use this product in a manner inconsistent with its labeling. 
SHAKE CONTIANER BEFORE EACH APPLICATION. 
General Directions: Apply in a covered area (i.e., stalls, barn, etc.). Brush coat to remove 
excess dirt and dust. For best results apply to a clean horse. 
Dilution Directions: To be used in a clean spray container of your choice. Dilute with 5 
parts water to 1 part horse spray. For more stubborn cases, dilute 4 parts water to 1 part 
horse spray. 
Application Directions: Hold spray container 1 0 to 12 inches from coat for best 
application. Apply with cloth to facial area. Do not use on animals intended for human 
consumption. 

" 
STORAGE AND DISPOSAL 

D0 rlot, ~,;ontaminate water, food or feed by storage or disposal. 
',,' 

' ' PES'fiCIDE SXORAGE: Store only in a cool, dry area inaccessible to children and pets. Keep 
cont;_in?r tiglitJy;<;l,osed when not in use. 
',' > ' 

> '' 

PES1'JCIDf"i ll~!'?-l?OSAL: Wastes resulting from use of this product may be used on site or at an 
apP~oved W~iftt: di~posal facility. 

' ' , > • 

coNtAINER DISPOSAL: 
If empty: Do not reuse this container. Place in trash or offer for recycling if available. 
If partly filled: Call your local solid waste agency or 800-CLEANUP for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may 
cause allergic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or 
using tobacco. 

Aloe Herbal Horse Spray 
December 2006 

Page 2 of3 
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ENVIRONMENTAL HAZARDS 
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or 
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of 
equipment washwater or rinsate. 

FIRST AID 
Have the product container or label with you when calling a poison control center or doctor, or 

going for treatment. 
If on skin: • Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a poison control center or doctor for treatment advice. 

If in eyes: • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for further treatment advice. 

Manufactured By: 
Espree Animal Products, Inc. 
3250 Stone Myers Parkway 
Grapevine, TX 76051 
w.:t.w.espree.com 
1 c(lO(J'328-1317 

"''' 
'' '' 

'' .. 
", " 

' ' " ' ., 

Aloe Herbal Horse Spray 
December 2006 

Page 3 of3 
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[F(]J[lli [ID[F[F~@~ill[L [l[]gs~ ®rnJ[L~ FILE SYMBOL I Pi 63 -f 
REGISTRAnON NO. 

CONFIDENTIAL STATEMENT OF FORMULA ENCLOSED 
DATE SUBMmED BY <ll 

SUBMITTED APPUCANT BASIC SUPPLIER 

JAN 112007 

. 

Do Not Write Comments, 
Fonnula, or Parts of Fonnula 

on This Envelope 

NOTE 
It shall be unlawful-for any person to use tor his own advantage 

or to reveal, other than to the Secretary, or officials or employees of 

the United States Department of Agriculture or other Federal agencies, 

or to the courts in response to a subpoena, or to physicians, and in 

emergencies to pharamacists and other qualified persons, for use in 

the preparation of antidotes, in accordance wtth such directions as 

the Secretary may prescribe, any information relative to formulas of 

products acquired by authority of Section 4 of the "Federal insecticide, 

Fungicide, and Rodenticide Act." 

PR FORM 9-U USOA-A.RS <MARCH 2006) 



______________________________________________________________ 
 
Page   _  is not included in this copy. 
 
Pages  260   through  265    are not included in this copy. 
_______________________________________________________________ 
 
The material not included contains the following type of 
information: 
 
_____ Identity of product inert ingredients. 
 
_____ Identity of product impurities. 
 
_____ Description of the product manufacturing process. 
 
_____ Description of quality control procedures. 
 
_____ Identity of the source of product ingredients. 
 
_____ Sales or other commercial/financial information. 
 
_____ A draft product label. 
 
__X__ The product confidential statement of formula. 
 
_____ Information about a pending registration action. 
 
_____ FIFRA registration data. 
 
_____ The document is a duplicate of page(s) _______. 
 
_____ The document is not responsive to the request. 
 
_____ Proprietary information pertaining to the chemical  
      composition of an inert ingredient provided by the source  
      of the ingredient. 
 
_____ Attorney-Client Privilege.  
 
_____ Claimed Confidential by submitter upon submission to the   
      Agency. 
 
_____ Internal Deliberative Information. 
                                                                 
  
* The information not included is generally considered confidential by product 
registrants.  If you have any questions, please contact the individual who 
prepared the response to your request. 
_________________________________________________________________ 




